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1. HAUMEHOBAHUE ME/IULIMHCKOTI'O U3AEJINSA

Anmnapat Xupyprudyeckuii yapTpa3zBykoBoi Surgery-X LED B cocrase:
1. OcHOBHOM OJIOK.

2. Kabenp nuranms.

3. depxarens aist puzpacTBopa.

4. HoxxHag nienaisb.

5. Hakoneunuk HB-1 LED c xabenem — 2 mir.
6. [lep>xarens HAKOHEYHUKA — 2 IIIT.

7. TpyOka moga4u BojbI — 16 miT.

8. PazweM miist TpyOKM mojadu BOABI — 6 mIT.
9. Bokc asis crepunu3anyy — 2 mrT.

10. IluHamoMeTpuYEeCKUI KITIOY.

11. CnpaBOYHMK MO IPUMEHEHUIO HACAIOK.
12. IToacTaBka Jj1st HacaJgo0K — 2 IIT.

13. Hacanka USI.

14. Hacanka US2.

15. Hacanka US3.

16. Hacanka US4.

17. Hacanka USS.

18. Hacanka US1L.

19. Hacanka USIR.

20. Hacanka ULI.

21. Hacagka UL2.

22. Hacanka UL3.

23. Hacanka ULA4.

24. Hacagxa ULS.

25. Hacanka UI1.

26. Hacagka UCI.

27. PazbeM st eMKOCTH € U3PacTBOPOM — 2 MIT.
28. Ceeroauo.

29. PyKOBOACTBO MO JKCILTyaTalllu.

2. CBEJIEHMHS O TIPOU3BO/JIUTEJIE MEJIUIIUHCKOI'O U3AEJINUA

«['yunua Byanexep Menukan Uuactpyment Ko., JIta.» («Guilin Woodpecker Medical Instrument Co.,
Ltd»), Kurait

Anpec: Information Industrial Park, National High-Tech Zone, Guilin, Guangxi 541004, China.

Ten: + 86-773-5855350, daxkc: + 86-773-5822450

E-mail: woodpecker@glwoodpecker.com; sales@glwoodpecker.com

Yo/ HOMOYeHHbI MpeACTABUTEb Npou3BoauTessa B Poccuiickoii @exepanun:
OO0111eCTBO ¢ OTPaHUYEHHOW OTBETCTBEHHOCTHIO «Maii/leHT24»
(000 «Maii/lent24»)

Anpec: P®, 1252124, r. MockBa, 5-51 yi. SIMckoro mos, 1.7, Kop.2, 3T./mom./kom. 2/1/68
Ten./daxc: +7 (495) 665-79-32; e-mail: info@mydent24.ru
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3. HABHAYEHUWE MEJUIIUHCKOI'O U3AEJIUSA, YCTAHOBJIIEHHOE
INTPOU3BOJIUTEJIEM

AnmnapaTt Xupyprudaeckuil yaprpa3zsykoBoil Surgery-X LED npegnasHayeH Jjisi KOCTHOM XUPYPTUH,
MO3BOJISIIOIINNA TPUMEHSATh METO/IbI OCTEOTOMHH U OCTEOIUIACTUKU B XUPYPrHUECKON CTOMATOJIOTUU U
Ye0CTHO-JTUIEBOM XUPYpruu.

4. IOKA3AHUSA U ITIPOTUBOIIOKA3AHUSA K IPUMEHEHUIO
MEJJUIIMHCKOI'O U3JAEJIUSA
4.1. Tloxka3anmus:
ITokazanusamMu k IMPUMCHCHUIO SABJIACTCA HGO6XOI[I/IMOCTB XUPYPTHICCKUX MaHI/IHy.HSILII/Iﬁ B CTOMATOJIOI'ny,
TaKWX Kak yJajeHue 3y0oB, MIacTUKa KOCTHOM TKaHH, YCTAaHOBKA 3yOHBIX MMILJIAHTATOB, XUPYPrHUECKOE
neyeHue 3y0oB U JECeH.

4.2. TlpoTuBOmMOKAa3aHMS:

- He nmpumensiite annapat xupyprudeckuii ynpTpa3BykoBoii Surgery-X LED s neyenus namueHToB ¢
KapJIMOCTUMYJISITOPAMU HITH MHBIMHA UMILIAHTUPOBAHHBIMU JICKTPOHHBIMU yCTpoiicTBaMu. To ke camoe
TpeOOBaHUE OTHOCUTCS U K Bpady, HCIIOJIB3YIOIIEMY amnrapar.

- He monyckaercsi npuMeHEHHEe TAaHHOTO BHUJA TEPANMK HA METAUNTMYECKUX U KEPAMHUYECKUX MPOTE3HBIX
U3JIeHsIX. YIIbTPa3BYKOBBIC BUOPAIIMY MOTYT MIPUBECTH K OCIA0JICHHUIO JAHHBIX KOHCTPYKITUH.

- He nmpumensiiiTe anmapar Xxupypruueckuii yapTpasBykoBoi Surgery-X LED s nedeHus nmaieHToB C
KapJIMOCTUMYJISITOPAMU WJIM MHBIMH HMMILUIAHTUPOBAHHBIMH 3JICKTPOHHBIMH yCTpolicTBamMH. JlaHHOE
TpeOOBaHUE OTHOCUTCS TAKXKE U K JIUIIAM, PA0OTAIOIIMM C aIllapaToM.

- He nomyckaercst mpuMeHeHrne JaHHOTO BHUJIa TEPANMM HA METANIMYECKUX M KEPAMUYECKUX MPOTE3HBIX
u3JenusX. YIIbTpa3ByKOBbIE BUOpALlMK MOTYT IPUBECTH K OCIa0ICHUIO JAHHBIX KOHCTPYKIUH.

5. OBJIACTDB U YCJIOBUS ITPUMEHEHUSA
5.1. O0gacTb NpUMEHEHMNSI:
o Xupypruyeckasi CTOMaTOJIOTHS;

o YemocTHO-IMIIEBAs XUPYPIHSL.

5.2. YcjoBHS NIPUMEHEHUS:
I[aHHOC MCIUIIUHCKOC HU3ACIUC IPUMCHACTCA B CTOMATOJIOTHYCCKUX, JIeueOHBIX M JIEYeOHO-

HpO(I)I/IJIaKTI/I‘-IeCKI/IX MCIUIUHCKUX YUYPCIKICHUAX.



6. OIIMCAHUE MEJUIIUHCKOI'O U3AEJIUSA

bnaronaps ynpaBiisieMbIM TPEXMEPHBIM YIbTPAa3BYKOBBIM KOJIEOAHUSIM OPUTHHAIBHAS TEXHOJIOTHS
anmapata Surgery-X LED oTkpbeiBaeT HOBYIO 3Py OCTEOTOMHUM M OCTEOIUIACTUKH B HMMILIAHTOJIOTHH,
NapOIOHTOJIOTUH, SHIOJOHTUU M OPTOJOHTUYECKON XHUPYPTHUH.
Ee ocHOBHBIMU OCOOEHHOCTSIMU SIBJISIFOTCSI:
- Mukpomerpuyeckas pe3ka;
- MakcumasnbHas XUpyprudeckasi TOU4HOCTh U MHTpAOoIIepalliOHHAs YyBCTBUTEIBHOCTD;
- CenexTuBHas pe3Ka;
- MakcumanbHasi 6€301MacHOCTb JIsl MSITKUX TKaHEH,;
- D dekT KaBuTauu;
- MakcumanbHasi HHTpaonepaloHHas BUIUMOCTh (OECKpPOBHOE ONEPAllMOHHOE TIOJIE).
ObopynoBanne UMeeT KOHTYp aBTOMAaTHYECKOW HACTPOWKH, KOTOPBI KOMIIEHCHPYET H3HOC
HAKOHEYHUKOB, 00ECIeunBas TEM CaMbIM MaKCUMaNbHO 3(pPeKTUBHYIO pabOTY B MOCTOSHHBIX YCIOBHUSX.

OO0 BUI MeIUIUHCKOT0 U31eIusl

HaunmenoBanue KonunuecTso ITos.

OcHOBHOM 610K 1 Pucynox 1 —ITo3. A
Hoxwnas nenansb 1 Pucynok 1 —Ilo3z. B
Paszbem miast emkocTH ¢ huzpacTBOpoM 2 Pucynok 1 —Ilo3. C
Jepxarens amst puspacTBopa 1 Pucynok 1 —Io3. D
TpyOka mogadu BOAbI 16 Pucynok 1 —Io3. E

[NepucranpTHyecKwii HacOC (ITOMIIA) 1 Pucynok 1 —I1o3. F

Haxoneunnk HB-1 LED ¢ 2 Pucyrox 1 — TTos. G
Kabenem

JeprxaTesb HAKOHEUHHUKA 2 Pucynok 1 —Ilo3. H
Pazvem 1 TpyOKM HOJauu BOJBI 6 Pucysox 1 —TTo3. J

JluHamMOMeTpUYeCKH KITtoY 1 Pucynok 1 —TIlo3z. K
Bokc st crepunnzauuu 2 Pucynok 1 —Ilo3. L
[ToncraBka asis Haca 0K 2 Pucynok 1 — IToz. M
Kabenp nuranus 1 Pucynok 1 —ITo3. N







Onucanue 1 001K BUJ KOMIIOHEHTOB MEIHIIMHCKOI'0 U3AEJIUS

Haumenosanue

HN3o00paxkenne

OcCHOBHOI1 OJIOK

Onucanue

Kabenb nuranus

biok ynpasnenus.
I"aGapuTHBIE pazmepsl: 276 MM X
267 MM X 110 MM (£5 mm).

Macca: 2700 r (£25 r).

Hcnonb3yercs s MOIKIFOYEHUS
anmnapara Xupypruieckoro
YIABTPa3BYKOBOTO K
ANEKTPUUYECKON ceTn
(npencrasiieH Ha puc.l, ccbuika
N).

Jlinna: 1550 MM (£5 Mm)

Macca: 250 (=10 1)

Hepxarens nis
¢duspacTBopa

Coy>XuT 1is KperieHus u
yIIep>KaHUS EMKOCTH C
(hU3pacTBOPOM B BEPTUKATLHOM
MOJIOKEHUU. (TpeACTaBIeH Ha
puc.1, ccouika D).

Bricota 400 MM (10 mm)
JnuHa u3ornyToit yactu 80 MM
(£5 Mm)

JnameTp nmonepevyHoro ceyeHus
6 Mmm (£0,5 mm)

Macca: 1051 (£5 1)

Hoskxnas nmenann

Hcnonb3yercs s akTUBauU
paboThI anmapara
XUPYPTrUIECKOTO
yIBTPa3BYKOBOI'O ITyTEM
HakaTus Ha Hee (MIpe/icTaBIeHa
Ha puc.1, ccpuika B)
I"aGapuTHble pazmepsl: 250 MM X
180 MM x 55 MM (£5 Mm).
Macca: 1000 r. (£20 1)
Marepuaint:
Hepsxaperomas ctanbs SUS304;
[Mnactuk, mapka ABS .0215;

[Tnactuk, mapka PVC.




Hakoneunux HB-
1 LED c kabenxem

HaxoneuHuk npucoenuHsercs K
OCHOBHOMY OJIOKY, oOecrieunBast
neperady SHEpruM ylbTpa3ByKa
OT TeHepaTopa B MOJIOCTh PTa,
Omarosapst Y4emy MpPOUCXOAUT
paccedyeHue 1axe CaMbIX
TBEPJBIX TKAHEH, IIPU ITOM
MSATKHE TKaHU COBEPIIEHHO HE
TpaBMHUPYIOTCS (IIPEACTABIIEH Ha
pucyske 1, ccouika G).

Hepxarenp
HAKOHEYHHKA

g
<

Hcnonb3yercs nis yaep:xaHus
HAKOHEYHHKA MEXKILY
MaHUMYJISAIUAME (IPEICTABICH
Ha puc.1, cceiika H).
Martepuan: Cunukon 3704.
["aGapuTHBIE pa3Mephl:

130 x 55 x 35 mm.

TpyOka nogauu
BOJBI 16 1IT.

(8 mHMHHBIX
TpyOOK 1 8
KOPOTKHX

TPyOOK)

Hcnonb3yercs uis mojauu
KHUJKOCTU OT EMKOCTH C
(bu3pacTBOpOM K anmnapary
XUPYPTUIECKOMY
yIBTPa3BYKOBOMY.
Pasmepsr:

Jnvna:

Jmuneie: 500 mm (20 Mm)
Kopotkue: 140 mm (10 mm)
JuameTtp BHEMIHUN 6 MM
(£0,5 mm)

Huametp BHyTpeHHUH 4 MM (0,5
MM).

Pazném g
TPYOKH 1oj1auu
BOJEI - 6 IIIT.
(pazbem Nel — 4
HIT., pa3bem Ne2
—2 mr.).

[IpenHa3zHayveH 71 COEAMHEHUS
TpyOKHU MO1a4M BOJBI U
MEePUCTATBTUYECKON MOMITBI
(mpencrasiieH Ha puc. 1, cebuika J).




boxc nnsg
CTEepUII3aluU

Vicnionb3yeTcst Ui CTepUIIN3aluu
HACaI0K, HAKOHCYHHKA,
ITUTHAMOMETPHYECKOTO KITF04a
(mpencraBiieH Ha puc.l, cchlika
L).

J{mmHa 247 MM (£2 MMm).

[Hupuna 180 MM (£2 Mm).
Bricota 47 MM (£2 MMm).

Macca 810 T (£10 r).
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JnHamomeTrpuye
CKMI KJITH0Y

11

CnpaBoOYHUK 1O
MIPUMEHEHHUIO
HacaJ0K

Hcnonw3yercs st TOYHOM
YCTAHOBKM HacaJlKu B
HakoHe4uHHUK. [Io3BossteT
OIIepaTopy JIETKO 3aKpy4nBaTh U
OTKpY4YHMBaTh HACAJIKY, U OepeKeT
PYKH OT MEJIKUX ITOPE30B
(npencrasiieH Ha puc.l, ccbuika
K).

Huametp: 45 mm (£2 mm).
Bricora: 35 MM (£2MmMm).

Macca: 65 (£5 ).
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ITonacraBka mis
HacaJoK

Omnucanue MMPUMCHCHUA HaCalOK
JJIA IIOJIB30BaTCIIA.

Hcnons3yercs st ynodcTra
XpaHEHUs HACa/IOK U
oOecrieueHnst UX 3alUThI OT
MOJIOMKH OJ1aroapsi HaTMUUIO
KPBIIIKH, 3aITUTHON (hYHKITUU
MIpU XpaHEeHUU. (peAcTaBieHa Ha
puc.1, cceiika M).

Jnuna kpeimku: 50 MM (1 Mm)
Jnuna noacraBku: SOMM (£
IMMm).

Mupuna kpeimuku: 33 mm (£1
MM).

Mupuna noacrasku: 40 mm (£1
MM).

BricoTa moicTaBKu ¢ KPBIIIKOM:
41 mm (£1 mm).

BricoTa nosictaBku 6€3 KPBILIKU:
10 MM (£1 Mm).

JnameTp peTeHIIMOHHON
BcraBku: 11 mm (£0,5 mm).
Huametp otBepctus: 7 mMm (£0,5
MM).

Macca 55 (£51).




Caeroano/Has amra
UCTIOJIb3YETCSI ISl OCBEICHHUS
pabodero mos.

13 |Ceeroauon

14 | Pa3ném s [Ipeana3znaueH uist COETUHEHUS
EMKOCTH C . TpyOKHU [10/1a4¥ BOJIbI U EMKOCTH C
¢duzpacTBopom (bu3pacTBOpOM (IIpeICTaBICH HA
uc.1, ccouika C).

Hacanku
Pexomenmammu 1o ncnoiabp30BaHUI0 pabodel (hopMBbl HACAIOK:

1. Octpeie Hacaaky.

Octpple Kpast 3TUX HACaI0K MOKHO MCIIOIB30BATh IS APPEKTUBHON U IEHCTBEHHON 00pabOTKH KOCTHBIX
cTpyKTyp. OCTpble HacaJKu HCIOIb3YIOTCS IIPU OCTEOTOMHHU U OCTEOIIACTHKE, KOTAa TpeOyeTcs caenarsb
TOHKHHA M 9ETKO OYEpUYCHHBIN pa3pe3 B KOCTHOH CTpykType. CyIIEecTBYIOT TakKe HACATKU C OCTPHIMH
KpasiMH I TEXHUK OCTEOIUTACTHKH M yJaJIeHUs] KOCTHBIX (DparMeHToB.

2. CrinaxuBaronye HacaKH.

CriiaxuBaronye HacaJKd WMEIOT IMMOBEPXHOCTh, C(HOPMHPOBAHHYIO TaKUM 00pa3oM, YTO UX MOXKHO
MCIIOJIb30BATh ISl TOUHOW M KOHTPOJIMPYEMO 00pabOTKH KOCTHBIX CTPYKTYP. CrilayKHBarOIIHe HACAIKH
UCIOJIB3YIOTCS TIPU OCTEOTOMHUH, KOTAa HE0OXOUMO MOATOTOBUTH CIOKHBIE U JIETUKATHBIE CTPYKTYPHI,
HampuMep, JJs MOATOTOBKM OKHA TaiMOpPOBOM Ma3yxXW WM JJIs 3aBEpIICHUS MOJATOTOBKH MeCTa JUIs
YCTaHOBKH UMIIJIAaHTATA.

3. Tyrmble HacaaKu.

Tymble HAcaJAKU WCMONB3YIOTCS ISl OTHEICHUS] MSATKUX TKaHEH, HampuMmep, A OTAETICHUS MeMOpaHBI
[[Muaiinepa wnu nns JaTepaiu3alldid HEPBOB. B MapoJOHTOJIOTHMM STH HACAIKU HCIOIB3YIOTCS IS
CTTIQ)KMBAHUSI KOPHEBBIX TTOBEPXHOCTEH.



Hacanka US1 - ucnonb3yercs 1151 BRICOKOA(D(PEKTUBHOTO pa3/ieNICHUsT KPYITHBIX Y9aCTKOB 3y0OB;
UCIIONIb3YETCS IS yaJIeHUs 3y0a.
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Hacanka US2 — ucnonb3yercs Uisi BBICOKOA((EKTUBHOW OCTEOTOMHUHM HAa HIKHEW M BEepXHEH
4enmtocTH (yBeIMUeHHE TPEOHs, TEXHIKA KOPTUKOTOMUH, UMIUIAHTAIMSA KOCTHOTO OJIOKA).
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Hacaaxa US3 — ucnonb3yercs /Uit OCTEOTOMMHM aHATOMUYECKU TOHKUX CTPYKTYP.
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Hacanka US4 — npumensieTcs: A1t IEPUOJOHTAIBHOW OCTEOTOMUH, JUIsl cOOpa 00JIOMKOB KOCTH U

yaJeHus! BOCTIAJIUTENbHON TKaH! (KUCTHI U T.J.)
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Hacanxka UsSs - MMPUMCHACTCA AJId pEMOJACIIMPOBAHUA KOCTH U c60pa 00JIOMKOB KOCTH
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Hacanka USIL — Hacaaka i MbE€30KOCTHOW XUPYPrUU, HUCIOJIB3YETCS IJIsI OCTEOTOMHH Ha
HUKHEH U BEepXHEW 4eI0CTH (M30THYTa BICBO).
i g
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Hacanka USIR — nHacajgka sl NMb€30KOCTHOW XHUPYPTHM, UCIOJIB3YeTCS ISl OCTEOTOMHUU Ha
HIDKHEW U BEpXHEH 4emtocTy (M30THyTa BIIPABO).
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Hacanka UL1 - HUCIIOJIB3YCTCA JIA OTCIauBaAHUA MeM6paHBI BerHequIOCTHOﬁ nasyxm BO
BHYTPCHHUX 30HAX.
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Hacagxa UL2 - ucnonb3yercss Afis OTCIauBaHHsS MEMOpaHbl BEPXHEUENIOCTHOM Na3yXu BO
BHYTPEHHUX 30HaX.

o2

Hacanxka UL3 - HCIIOJIB3YCTCA JIA MHKpOMCTpH‘lCCKOﬁ OCTCOTOMHUH (OCTCOHJIaCTI/IKI/I); AJIA

3aBEpIICHHS] OCTEOTOMHUH (OCTEOIIIACTUKHI ) Ha TOHKOM KOCTU WU/UITH PSIOM C HEKHBIMH aHATOMHUYECKUMHU
cTtpykrypamu. Mmeet anmaznoe nokpeitue 100 Mkm.
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Hacanka UL4 - ucnonb3yeTcs AJisi MUKPOMETPHUUYECKON OCTEOTOMUM: IJI 3aBEPIICHUS] OCTEOTOMUU
BOJIM3M MATKOM TKaHH (MeMOpaHa nma3yxu, COCy[l, HIKHEAIbBEOJISIPHBII HEpB. MIMeeT anMazHoe OKpPBITHE
100 MKM.
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Hacangka ULS5 - wucmonb3yercs i OTCIaWMBaHUS MEMOpPAaHBl BEPXHEUYETIOCTHOM TMa3yXu BO
BHYTPEHHUX 30HaX.
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Hacanka UIl - HCIIOJIB3YCTCA AJIsI YCTAHOBKU UMILIAHTATA, oe3 OTBECPCTUA
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/. OIMCAHUME ITPUHIOUITIOB, HA KOTOPBIX OCHOBAHA PABOTA
MEJUIMHCKOI'O U3JEJINS, U X OCOBEHHOCTEM

YcTranoBka
TDeﬁ()BaHI/Iﬂ TCEXHUKHN 6930H3€HOCTI/I B IIPOIIECCEC YCTAHOBKH

/L\ OnacHocTb: 9J'IeKTpI/I‘ICCKaH IIPOBOAKA IMOMCHICHUSA, I'I€ YCTAaHABIIMBACTCA U 6yz[eT HCIIOJB30BAaTHCA
O60p}’I[OBaHI/ISI, AO0JDKHAa COOTBCTCTBOBATH MNPHUMCHUMBIM CTaHAApTaM W COOTBCTCTBYIOIIIUM HOPMaM
TEXHUKHU 0€30I1aCHOCTH 3JI€KTpOO60py,I[OBaHI/I5I.

[\ Onacnocrs: He ycraHaBnuBaiiTe ammapaT B MecTaX, IJi€ CYIIECTBYET B3pPBIBOOIACHAsI CUTYyallusl.
JlanHO€E 000pyI0BaHKE HE ITPEeJHA3HAUCHO I paOOThI B IOMEIIEHUAX C OTHEOIIACHOM CMEChIO aHECTETHKA
C BO3JyXOM, KHCJIOPOJOM WJIH 3aKHUCBIO a30Ta.

[N\ OnacHocth: YcraHaBinuBaiiTe 00OpyIOBaHHE B MeCTE, Il OH OyJET 3allMIICH OT BbIOpOca U
CIIy4alfHOTO OpPOIICHUS BOJOW U APYTHUMHU KUIKOCTSIMHU.

[N\ Onacuoctb: He ycTanasnuBaiite anmapar BOJU3M HCTOYHUKOB TeIIa. Y CTaHABIMBANTEe 000pyI0BaHHE
B MECTE, TJIe €CTh JIOCTaTOYHAs MUPKYIAUSA Bo3ayxa. OCTaBbTe JOCTATOYHO CBOOOAHOTO MECTa BOKPYT
anmapara, B 0COOEHHOCTH BOKPYT BEHTHIIATOPA, PACIIOIOKEHHOTO c3aau. (Puc.6)

I\ Mpenynpexnenune: He moasepraiite o0opyaoBaHue BO3ACHCTBUIO MPSAMBIX COJTHEUHBIX JIydeH WM
HCTOYHUKOB yIbTPA(PHOIETOBOTO HU3ITYUCHHUS.

[\ TIpenynpe:xnenue: JJannoe 000pyaoBaHuE SIBISCTCS TIEPSHOCHBIM, OJTHAKO €r0 CIIEAYeT NepeMeniaTh
C OCTOPOXKHOCTBIO.

I\ Mpenynpexnenne: [Ipexe yeM MOACOCAMHUTL CUIOBOM Kabelb K 000pyI0BaHHIO, YOSIUTECh, UYTO
pa3zbeMbl U IITEKEPHI ISl MOACOeANHEeHHs cyxue. [Ipu HeoOX0JMMOCTH BBICYIIUTE UX BO3IYXOIYBOM.
[\ Mpenynpexnaenue: Bo nzbexanue pucka MOPaKEHUs ITEKTPUIECKAM TOKOM CIIEAYET MOKII0YaTh
JaHHOE 00OPYI0BAaHUE TOJIBKO K MUTAOLIEH 3JIEKTPUUYECKON CETH C 3a3€MIIEHHUEM.

HauaabHasi yCTAHOBKA

Jlst o6ecnieyeHust 6ecriepe0oitHOM paboThl 000PYIOBAHUS €T0 YCTAHOBKY OCYIIECTBIISET
aBTOPHU30BaHHBIN TeXHUUECKH nepconan Woodpecker.

O6opynoBaHue YCTaHABIUBACTCS B yIOOHOM M MOIXOISIIEM JJIS UCTIOIb30BaHUs MecTe. TeXHUUECKHi
CTIEIMAINCT JTOJKEH:

- YCTaHOBUTH ammapar B MOJAXOISIIEM MECTE;

- OOBSICHUTH MOJTH30BATEITI0 OCHOBHEIC aCMIEKTHI MPABUILHOW YCTAHOBKH;

- 3anomHUTH OJaHK YCTAaHOBKH, BKIIIOYAsl TaHHBIE TTOKYTATENs;

- OtnpaBuTh O61aHK yctaHOBKU B Woodpecker st oGecnieueHust BO3MOKHOCTH aKTUBUPOBAThH U
OTCJIC)KUBATh TAPAHTUIO 000PYIOBaHUS.

% ore & R O7TE & 5 % ore &  DTE. |
g 4 e ik ‘ ol
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Coenunenue gerajnei

[lepeuncienHble HUKE AETANIN JOJDKHBI OBITH MoJIcoeAnHEHbI K Surgery-X LED:

BcraBpTe CHIIMKOHOBYIO TPYOKY B MEPUCTAITHYECKYIO TIOMITY, IEHCTBYS B TAKOM IOPSIKE:
1. Otkpoiite kpoiuky (Puc.2 - A) no ymopa.

2.BcraBbTe TpyOKY /715 BOJIbI B padbouee koseco (Puc.2 — B, C).

3.3akpoiite mioTHO KpbimKy (Puc.2 - D).

[\ OnacHocTh: TPaBMUPOBAHUE MEIIEPCOHAIA.

3arnpenieHo akTHBUPOBATh HOXKHYIO nieanb Surgery-X LED mpu oTKpbITO# KphIIIKe NepUCTaTbTHYECKON
nomisl. (Puc.2 — B, C) JIBnxymmuecs yacTy anmnapaTta MOryT TpaBMUPOBATh [10JIb30BaTEIs.

BcraBeTe aepxkarens s (U3pacTBOpa B CHEIHAIBHO MPEAHA3HAYCHHBIC It 3Toro oTBeperus (Puc.3 -
A);

[TofcoeMHATE HOKHYIO TI€[adb K KOPIYCY OCHOBHOTO OJIOKA, BCTABHB INTEKEP B COOTBETCTBYIOIIHUIA
pasbém (Puc.3 - E);

[MonkmrounTe Kabenb mMHUTaHUS B pa3béM Ha kopmyce yctpoiictBa (Puc.3 - D) m 3atrem B po3erky
JIEKTPOIIUTAHUS;

BcTaBbTe Kabenb HAKOHEYHHKA B CHICIMAILHO OTBEICHHOE sl aToro orBepcrue (Puc.3 - B);
[ToncoeaunuTe KOHEL TPYOKH NMEPUCTAIBTUYECKOTO HACcoca,

[MoncoenuauTe pazbeMbl ISl COSAMHEHHS TPYOOK W TIOMIIBI K KOHIy TPYOKH JUIi BOABI M K
NIEPUCTATIBTUYECKON TIOMIIE;

[TogcoenuuuTe MOMYYUBIIYIOCS CHUCTEMY IOJA4M BOJBI K EMKOCTH, CoOIepKalled HeoOXOoIuMoe s
MIPOBEICHUS ITPOLEAYPHI KOJIMUECTBO BOJBI;

[IpukpyTuTe HacaaKy K HAKOHEUHUKY IMHAMOMETPUYECKUM KItouoM Jo miendka (Puc. 4);

Haxwmure kHonKy BrItoueHus/BoikiatodeHus on/off (Puc.3 - C) u ucnonp3yiite npubop Mo Ha3HAYSHHIO.

- q e

Puc. 3
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vy ?.j,' Ej'
Q'—P/ -

Puc. 4
YupasJienue 000pya10oBaHUEM
Onucanue ynpapJieHHsl HOKHOM NeIaJIu
f <
\ Knomnxa nepexmogenna MomHoOCTH (M)

1. Knonka ynpasacHia —

HPPITAHOHHKM HACOCOM ’ é

“— 3. Knonxa eribopa nporpavue! (P)

! Tlegam YIPaBIeHHA
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Onucagye »JeMEHTOB dJKpaHa U pyHKIui

Amnmapar Surgery-X (LED) mpenocraBisier Tpu pexkuma paOOThI JIJIi KOCTHOTO KOPHS M OJHUH ISt

OYUCTKH.

Onucanue pynkuuu «Pe3ka kocru» (Bone):

WATER
- GO 4+ — YBenuyeHue/ymeHblueHune
¥ % 2@ 8 s 7 BOAbI
POWER
-~ G + —  YBenuyeHue/ymeHblueHue
- b & 8 7 MOLLHOCTK

PER ENDO  CLEAN

Pesxum Bone

B pexume pe3ku KOCTH UMEIOTCS PETYJIUPOBKA BOIbI U MOIIHOCTH.
MOMHOCTE MOXKHO OTPETYJIMPOBATH HA CEMb YPOBHEH:

a) MourHocts 6-7: O4eHb BbICOKas INIOTHOCTh KOCTHOM TKaHU

b) MomtHocTs 4-5: BbicoKast IIIOTHOCTh KOCTHOW TKaHHU

¢) MonrHocts 3-4: CpeaHsis IJIOTHOCTh KOCTHON TKaHU

d) Momnocts 2-3: Hu3kas INIOTHOCTh KOCTHOM TKaHU

€) MomHocTh 1: OueHb HU3Kasl INIOTHOCTh KOCTEH

Onucanue PeKUMa JICIYCHUS IMapoaAoHTAa:

W\
GATER + YBenuyeHune/ymeHblieHve
~ CEEE —
. . BOAbI
POWER
= CEEEEENNNNS ) —  YBenuueHue/yMeHbleHve
! , 4 ‘ ' ' MOLWWHOCTHN

BONE m ENDO CLEAN

Pexum Perio

B nanHOM peknMe HOCTyNHA KaK peryjirupoBKa Bojbl, Tak U MoIIHOCTH (Perio).

16



Onucanue peéxKuMa JICICHUA JHA0A0OHTA:

WATER y
BenuquMe/ymeHbu.leHMe
= G — & — BoAbl
POWER
= CES ) — YBenvueHve/ymeHblenve
| & 2 4 8 & 7 MOLLHOCTH

BONI PERIO ENDO CLEAN

Pexxum Endo

B naHHOM pexume MOCTyIHA KaK PerylIupoBKa Bojbl, Tak M MomHocty (Endo).

Onucanne pynknun «O4ucTKa»:

WATER YBenuyeHve/ymeHblueHe
- GEES - — BOAbI
POWER YBenuueHne/yMeHbLLeHNe

~ CEEEEEEEED + —
S e E S + MOLYHOCTH

BONE PERIO ENDO CLEAN

Pexum ouncTim

B JaHHOM PEKHUME HAXKMUTC KJIABUITY €A YIIPABJIICHUA U YCTpOﬁCTBO HAQYHCT BBITIOJHATL OYHUCTKY

TpYOKHU (pEKOMEHIYyeTCsl yAepKUBATh HE MEHee 25 CeKyHN).
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TpeboBaHWI TEXHUKHU 0€30IIACHOCTH B IIPOLIECCE NCIIOIb30BAHMUS.

[N\ OmacHoctn: IIpoTHBONMOKA3aAHMS.

He npumensiite Surgery-X LED nna neueHuss manwieHTOB C KapAMOCTUMYJISTOPAMH WIIM HHBIMH
MMIUTAaHTUPOBAHHBIMU JJIEKTPOHHBIMU yCTpoicTBaMu. J[aHHOE TpeOOBaHME OTHOCUTCS TAKXKE U K JUIaM,
paboTaIOIINM C armapaToM.

/M\ OnacHocTh: TToJIOMKA ¥ M3HOC HACAIOK.

BricokouacTOTHBIE KOICOAHUA U H3HOC MOT'YT IPUBECTHU K ITOJIOMKC HAaCaJIKH. JIroOble M3MEHEHHS (I)OpMBI
HaCaJJK1u MOT'YT IPHUBCCTHU K e€ IOJIOMKE BO BpCMs UCIIOJIb30BAHUA. Takue HaCaaKH HCJIb3A MCII0JIb30BaTh
B IIPONLECCE JICUCHUS. Cnez[yeT IMOPEKOMCHI0BATH MAlIMCHTY BO BPEMSA IMPOBCACHUA ITPOLCAYPHI AbIIIATH
HOCOM BO M30€KaHHE nporjiarbIBaHus OTJIOMAaHHOI'O (l)paFMeHTa HaCaaKH.

[\ OnacHocts: Henonmyuenne pacnpocrpanenusi HHGpeKInu.

HJ’IH obecreyeHns: MaKCUMAaJIbHOK 0€30MacHOCTH MangyueHTa M I10JIb30BATCIIA, IIPOBOAUTC ,Z[e3I/IH(1)CKI_II/IIO n
CTCPUIIN3alIUI0 HAKOHCYHHUKA, HACAJOK U JTUHAMOMETPHUICCKOI'O KJIro4a.

I\ Ilpenynpe:xnenne: [IpornBonoxkaszanus.

He nonyckaercs npuMeHEHHE JAHHOIO BHJA T€PAllMU HA METAJUIMYECKUX U KEPAMHUUYECKHUX MPOTE3HBIX
U3IeNnusaX. YIIbTPa3ByKOBbIC BHOpPALMK MOTYT MIPUBECTH K OCTA0ICHUIO JAHHBIX KOHCTPYKIIHHA.

I\ Ilpenynpe:xnenue: [IpornBonokazanus.

ITocne CTCPpUIN3allMi HAKOHCYHHUKA B aBTOKJIABEC, IMPECKAC YEM UM II0Jb30BATHCA, MOAOKIAUTEC, ITIOKA OH
IMOJIHOCTBIO OCTBIHCT.

/M TIpexynpexaenue: coequHsieMbIe YaCTH 000PY/I0BAHMS I0JLKHBI ObITH CyXUMH

Hpexczle YCM MMOAKITIOYUTh HAKOHECYHHUK K OCHOBHOMY 6J'IOKy, y'6eI[I/ITeCB, YTO KOHTAKTBI IIOACOCANHACMBIX
OJICMCHTOB CYXHUE, MPOBOAAININE DJICKTPUICCTBO, B HACTHOCTU ITOCJIC CTCPpUIIM3allM B aBTOKJIABC. HpI/I
HCO6XOI[I/IMOCTI/I BBICYHIUTC KOHTAKTBI BO3JYyXOAYBOM.

I\ Mpenynpexnenune: {js npaBUILHOI0 MCIOJIb30BAHUSA 000PY/I0BAHHSI HEOOXOIMMO HAXKATh HA
HOKHYIO Teajib U BKJIKYUTHL ero. He ciienyer Bcé BpeMs /1epKaTh HAKOHEYHMK € HACAKON Haj
00J1aCTHbI0, MOIBEPraeMol JIeYeHHI0. JTO MO3BOJMT IJICKTPHUYECKO 1eNnu OnpenejuTb TOYKY, B
KOTOPOii pe30oHaHC BHOpPAlMM HACAAKHM HeT 0e3 momMex, TAKUM 00Pa30M OKa3bIBasi ONTHMAJIbHOE
BO3/elicTBHE.

Ecnu storo He caciaaTrb, KOHTAKT C O6J'IaCTI)IO, HonBepraeMoﬁ JICYCHHUIO WJIW WHBIMU IMOBEPXHOCTAMHU O
BKIIFOUCHUS allllapaTa MOKCT BbI3BATh Cpa6aTLIBaHI/IC 3allIUTHBIX CUCTCM.

N\ Tpexynpexaenue: JlJii BO3MOMKHOCTH ONPBICKHBAHUS HCIHOJb3YyiiTe TOJIbKO HACAJIKH,
NMPOIYCKAKIIHE KUIKOCTh.
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3alIUTHEIC CUCTEMBI M IPEAYIIPEANTEILHBIC CUTHAJIBL.

B nmanHOM 000pyn0BaHHE €CTh BCTPOCHHAS CHCTEMa JUArHOCTUKHU, UCIOJIb3yeMasl JUIsl paclio3HaBaHUS
cpabaThIBaHUs 3AIUTHOW CHCTEMBbI U MPEIYIPEAUTEIbHBIX CUTHAIOB. Takue CUrHAIBI OTOOPAKAIOTCS Ha
JCTIIIeE CIICAYIOIUM 00pa3oMm:

Kon Ornucanue npeaynpexacHus Pemenue
Mpeaynpex
JIeHUs
[Ipenynpe |HenonHoe BbICBIXaHUE WU Yb6enurech, 4TO HWHCTPYMEHT IOJTHOCTHIO
xnaenue 01 |yxynmenue pabotocnocodHocTH.  |BhicoX. Ecnm curHan He ucue3, 3aMEHHUTE
WHCTPYMEHT.
IIpenynpe |Henanexxnoe coenuHeHue IToaxarounTe HUHCTPYMEHT IIOBTOPHO
xkaenue 02 [MHCTpyMEHTa
[Ipenynpe |Hapymienue paGotsl BeHTHIIATOpa |HemenneHHo MO3BOHUTE B CEPBUCHBIHN LIEHTP
xaeane 03 kommanun Woodpecker.
[Ipenynpe |HeucnpaBHOCTH Hacoca. HemenjieHHO MO3BOHUTE B CEPBUCHBIM LIEHTP
kneaue 04 kommaauu Woodpecker.
[Ipenynpe |Hapymenue nuranus HeMenneHHO MO3BOHUTE B CEPBUCHBIN LIEHTP
xaeraue 05 kommanun Woodpecker.
[ToBpexxnenne uncrpymenta win  ([logkarouyuTte HWHCTPYMEHT TOBTOPHO H
Tpemynpe ocnabiieHue COeqMHEHMS 3araHUTe pabouuii HakoHeyHUK. Ecmu
HAaKOHEUYHHUKA CUTHAJI HE UCYE3aeT, OOPATUTECh B MECTHYIO
xaexue 06
TOPrOBYK0 OPraHU3alUI0 WM B KOMIIAHUIO
Woodpecker.

WHCcTpyKIns 10 SKCITyaTaluuu
1. OtkpoiiTe BIycK BO3/1yXa B KaneJIbHON CHUCTEME;

2. 3aBUHTHTE BRIOPaHHYIO HACaJIKy B HaKOHeuHUK Surgery-X LED,;
3. [IpaBUIIBHO UCTIONB3YHTE TUHAMOMETPUYECKHIA KITFOU (PUCYHOK 4):

a) Kpenko ynepsxuBaiiTe KOpIyc HAKOHEUHUKA;

Ipenyopexaenue: He 0eputech 3a KOHEIl HACAAKHM HJIM Kaldejdb, a TOJLKO 32 IJIACTMACCOBLIN
KOPNYC HAKOHEYHUKA (PMCYHOK 4) M He NOBOPAYNBANTE €ero B0 BpeMs 3aKpenJIeHUs HACAAKH Ha
mecTo!

b) [ToBepHUTE KITFOY [0 YaCOBOW CTPEIIKE 10 3alICTKUBAHUS (10 IIETIKa);
c) Teneps Hacaka MPaBUIBHO 3aTAHYTA HA MECTE.

4. Y6enurtech, uro HakoHe4HMK Surgery-X LED mnpaBuipHO MOAKIIOUEH K pazbeMy uid KaOens
HaKOHEYHHKa (PUCYHOK 3 — 1o3. B);
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5. ObOparuTtech K TUCILICIO, YTOOBI YBUJIETh YCTAHOBJIEHHBIN ypOBEeHb MOIIHOCTH. Ecim TpeOyembrit
YPOBCHb MOIIHOCTHU OTJIMYACTCA OT YCTAHOBJICHHOTO, PICHOHB?»yﬁTG KJIaBUIIY «M» Ha HOXHOU rneaainun
TUTSL TICPEKITFOUCHUS;

6. OOpaTtuTtech K IUCIIICIO, YTOOBI YBHJIETh YCTAaHOBJICHHBIH YpOBEHb MOIIHOCTH. Ecim TpeOyemsrii
YPOBEHb MOIITHOCTH OTIMYAETCS OT YCTAaHOBJICHHOTO, HCIOJIB3YHTE KiIaBHILy «P» Ha HOKHOM mefanu yis
MEPEKITIOYECHHUS TIPOTPAMMBI, B 3aBUCHMOCTH OT YCTAaHOBJICHHOTO PeKUMa paboThI;

7. OOpaTtuTech K IUCIUICIO, YTOOBI YBHAETh CKOPOCTh IOTOKA MEPUCTAIBTHUYECKOrO Hacoca. Ecim
TpeOyeMasi CKOpPOCTh IOTOKa BOJBI OTIMYACTCA OT YCTAHOBJIEHHOM, MCIONb3ylTe KHONKY «Water» Ha
HOYKHOU TIeJIaJIN JJISl PEeryJTUPOBKH, B 3aBUCHMOCTH OT YCTAHOBJICHHOTO PEKUMa PabOTHI.

IIpaBuna XxpaHeHUs anmnapara Jjist obecreyeHus ero pa60qero COCTOAHUA

HCpI/IOI[I/I‘IGCKI/I HpOBepﬂﬁTe COCTOSAHHMEC N3HOICHHOCTHU HAaCaJ0K 1 3aMEHINUTE UX Cpa3y K€, KaK TOJbKO
3aMCTUTC CHUKCHHUEC UX SKCIUTYATAIITUOHHBIX Ka4Y€CTB,

He usrubatite Hacaaku;

3ameHsiiTe HacaaKy, 1eOPMUPOBAHHYIO W TTOBPEKICHHYIO B Pe3yJIbTaTe KAKOT0-IN0O BHEUTHETO
BO3/ICHCTBUS,

Bceerna HpOBCpHﬁTe COCTOSIHHE ACTalIeH C pe3L60171, ACPIKUTE UX U IMOBEPXHOCTU, C KOTOPBIMU OHU
KOHTAKTUPYIOT, B YUCTOTE,

Ecnu nacagka YpE3MCPHO U3HOMICHA, 06opyz[013aHHe nepeCTanCT pa6OTaTL.

Hactpoiiku, 1onyckaeMble B 3aBUCUMOCTH OT THIIA HACaAKHU

B HH)KGHpPIBG)ICHHOfI Ta6.]'H/II_[e IMOKa3aHbl JOIMYCTUMBIC IMapaMETpPhbI HaCTpOﬁKH pexXUMa 1 MOIIHOCTH JJIA
HaaJIeKalero uCriojJab30BaHuA 060py,Z[OBaHI/I$I.

20



Hacaaka PesxxuMm MoIHOCTD
US 1-US2-US3 -US4-US5-US6- |BONE Mouxocts 1 -
US1L-USIR MouHocTs 7
UL1-UL2-UL3-UL4-UL5 BONE Mounocts 1 -
MoiuHocTh 7
ucCi BONE Momnocts 1 -
MoiuHocTh 7
Ul1-Ul2-Ul7-Ul8-Ul9 BONE Momnocts 1 -
MoiuHocTh 7
US 1-UP2-UP3 -UP4-UP5-UP6- |Perio |MomaocTth 1 -
UupP7 MoiuHocTs 7
UE1-UE2-UE3-UE4 Endo |Mommnocrs 1 -
MoiuHocTh 7

IIpouenypa Ge3onacHoro 3apepueHust padoThl

Haxxmute kHONIKY on/off 1y1st BRIKITIOUEHUS anmapara.

OTkpyTuTE HacagKy OT HAKOHEUHUKA JUHAMOMETPUUECKHUM KIIFOUOM.

OTtcoeauHuTe CUCTEMY MTOJIa4M BOJBI OT pe3epByapa.

OTcoenuHUTE aAanTep OT KOHIA TPYOKHU AJISt BOJBI M OT MEPUCTANBTUYECKOMN TOMIIBI.

Otcoenunute TpyOKy it Boasl Surgery-X LED ot pa3zbséma asist mogauu BOAbI HA OCHOBHOM OJIOKE.
OtcoenuHuTe Kabellb HAKOHEYHUKA OT CIELUAIbHO OTBEIEHHOIO /IJIsl 3TOT0 OTBEPCTHS.

BoinbTe BIIIKY Ka0elsi MUTaHUs U3 PO3ETKH JIEKTPOINUTAHUS, OTCOETUHUTE KaOeab MUTaHUS OT pazbéma
Ha KOpIIyCce YCTpOICTBa.

OTCOC,[[I/IHI/ITG HOXHYIO IICJaJIb OT KOPITYyCa OCHOBHOTI'O OJI0Ka.

OTtcoenunauTe NEepxkaTelib s GU3pacTBOpa OT CIEIHAIBHO MTPEIHA3HAYCHHBIX JJIS 9TOTO OTBEPCTHH.
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8. OCHOBHBIE TEXHUYECKHUE XAPAKTEPUCTUKHU MEIMULIUHCKOTI'O

W3AEJINS

OcHOBHbIE TEXHHYECKHE XaPAKTEPUCTHKH aNNapaTa Xupypruyeckoro yjabTpa3ByKoOBOi

Surgery-X LED

XapakTepucTHKH

Surgery-X LED

PaSMepBI OCHOBHOTI'0 0JIOKa

276 MM X 267 MM X 110 MM (£5 Mm)

Macca 0oCHOBHOI0 010Ka

2700 T (£25 1)

Macca kabensa nuranus

180 r (+10 1)

[TapameTpsl ceTH MUTAHUS

100 B - 240 B— 50 I'/60 'y 150 BA

(MakcumMyM)

Yacrora Bubpanuu
HAaKOHEYHUKA

24 xI'n—36 kI’

JlaBiaeHue BOJIbI

0,1-5 6ap (0,01 MIIa-0,5 MIIa)

CKOpOCTL II0TOKAa BOJbI

25~110 mu1/mMun

TemnepaTypa BOABI Ha BXOJE
BOJI0OOXJIaKJaEMOT0
HAaKOHEYHHKA

He BoIIIe 25 °C.

Pexxum paboThl IPEPHIBUCTHIN

60 cexyH] BO BKIIFOUEHHOM PEXHUME,

10 cekyH — B BBIKITIOYEHHOM

Knacc 3amursl oT mopaxeHus kiacc [
AIEKTPUYECKUM TOKOM
CreneHnbp 3aUTHl OT HOpakeHus | Tun B

QJICKTPUICCKUM TOKOM

CrencHb 3alllMThI OT IIOIIaJaHUA
BOJbI

- IPX1 (ammapar),
- IPX6 (HoxHast TIeanb)

OcHoBHbIE rabaputHbie pa3 | 250 MM x 180 MM X 55 MM (£5 Mm)
XapaKTepUCTH MepBI

KM HOXKHOM

neanm macca | 1000 r. (£20 )

Jnvna KabGenb 1520 mm (£10 mMm)

COCJMHHUTENb | MUTAHUS

HbIX KaOenell | Kabenp 2950 mm (£50 mm)

HOKHOH menanu

Heorcoenunse | 2200 mwm (5 mm)

MBII Kabesb

HaKOHEYHHKA

HB-1 LED

TexHn4eckne XapaKTEPUCTUKYU IIPEIOXPAHUTENEH

[Mpenoxpanurenn 2x1.6 AT, 250 B
["aGapuTHBIE pazMepbl 5x 20 mm
HomunanbHOE HanpskeHue 250 B
HomunanbHBIN TOK 1,6 A

cpabaTbIBaHus
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XapakTepucTUKH Surgery-X LED

CkopocTh cpabaTbIBaHHS:

IIPY IIPEBBILLICHNUN
HOMMHAJIBHOT'O TOKa B 1.5pa3a

He 6onee 30 MUHYT

MIPY MPEBBILICHUN He 6onee 0,2 ¢
HOMUHaJIBHOTO ToKa B 10 pa3

ABapuiiHblii curHai: Ha mepenneM qucrsiee 0oToOpaXkaeTcs TUTepa «e»

Cucrema 3amuTh BpCMH Cpa6aTBIBaHI/I5[ 3allINThI

Hakoneunuk ge moaximrodeH: | 10 mc

OO6peIB kadems: | 10 mc

[Tosnomka nnm HenpaBwibHas | < 500 Mc
3aTsHKKa HaCaJKH.

3amnuTa OT pa3psa Ha 3emito: | 10 mc

[IporpamMmMHoe obecrieueHue

Bepcus BoneSurgical3-Vv1.0.0
Knacc 0e3omacHoctH Kmacc A
JlaTa BbIycKa 20.06.2018

OcHOBHBIE TEXHHYECKHE XapaKTepucTUKH HakoHeuHuka HB-1 LED ¢ ka0enem

XapakTepucTuka 3HayeHus

Haxkoneununk

HB-1 LED

HMHTEHCUBHOCTH CBETa

2500 - 3000 mB1/xB.cM

Tox moTpebneHus

e 6oxee 0,5 A

[ToTpebmnsiemast MOIITHOCTH

1-10 Bt

HomMuHuansHOE HOTpe6HeHI/Ie BOJbI, MJI/MUH

25~110m/MuH

AMIUIUTY/]a HEHArpy>KEHHOT0 HHCTPYMEHTA

He Oonee 200 MKkM

AMIUIUTY/a HAaTPYKEHHOTO HHCTPYMEHTA

He oonee 100 MM

Ycunue moBopoTa py U3BJICYCHUH HACAAKU

ge menee 200 H-mm

Macca

340r (£2 1)

JnnHa

168 MM (£ 5 MMm)

JlnameTp cOeAMHUTENHbHOU My (PTHI

20 MM (£ 5 Mm)

Junametp

19 MM (£ 5 Mm)

23



9. MAPKHUPOBKA

MapKI/IpOBKa MCIUIUHCKOI'O U31CJIM BBIIIOJHCHA B COOTBETCTBUH C MCKAYHAPOJAHBIM CTAHAAPTOM

15223-1 u BIrOYaET B ceOsl CICAYIONTYIO HHPOPMAITHIO:

OCHOBHBIE CHMBOJIBI Ha YIIaKOBKE€ 1 HAa MCAUIIUHCKOM HU3CIINH:

O0o3HayeHne CHUMBOJIOB

OOpaTuThCs K UHCTPYKIIUU

Jara uzroroBieHus

N3rorosurenn

DTE. Cepus @
110 3KCIUTyaTaluu

Hcnonb30BaTh TOIBKO B .

e [TepemenHbIl TOK
IIOMEILEHUHU
ITogcoenuuenue OcCTOpOXKHO, MEXaHUUECKAs

Y MeJalbHOTO @ TpaBMa

MIEPEKII0YATENS

IPX6

[Tpubop ¢ 3amuTol OT
BEPTUKAILHO A IafOIHX
KarlieJjib BOAbI

Pacnbuienue Boasl noj
Haropom

PaGouas yacts Tumna B

.

Mo0HO CTepUIN30BaTh B
aBTOKJIaBE

A OO0mmuii 3HaK B QR- xox (kox ObIcTpOTO
PEIYPEIKIACHUS K pearupoBaHus)
_E_ [TnaBkuit 3aluTHOE 3a3eMIIEHUE
MIPEAOXPAHUTEIIb (3emutst)

CepuiiHblii HOMEp

Yo}

Jnamna3oH BIaXHOCTH

Orpannuenue
aTMoc(hepHOro JaBIeHUS

2
h
-~

=200

TemnepaTypHbIil 1Hana3zoH

bepeus ot Bnaru

1
M|

-

Xpymnkoe, 00pamaTbes
OCTOPOKHO

CooTBeTCTBYET TPEOOBAHUSAM

Boccranosinenue ﬁ JIMPEKTUBBI TIO YTUIIA3AINAN
a paboTocrnocoGHOTO OTXOJIOB
COCTOSIHHUS — ANIEKTPOOOOPYIOBAHHSI
(WEEE)
YnonHoOMOYEHHBIH
[TpoayKT MMeeT MapKUPOBKY
TIPEACTABITEIR B €BPONENCKUl cepTH(HKaT
EBporneiickom C € o1e7 P p
cootBetcTBUS (CE)
COO0IIeCTBE

HpI/IMC‘-IaHI/IGZ I[aTa IMPOU3BOACTBA YKAa3daHA HA YIIAKOBKC

Ha xopobxy HakjieeHa MapKUpPOBKa, BBITMIOJIHEHHAs: TUIOTPaQHUUECKUM CIIOCOOOM C YKa3aHUEM

cienyromei nHpopMaIuu:
- HaumenoBanus nzenus (Ha pyCCKOM SI3BIKE);
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- HaumenoBanue u aapec mpou3BOaUTENS (Ha PYCCKOM SI3BIKE);
- HaumeHnoBanue u agpec yrnoJqHOMOUYEHHOTO MPEACTABUTEINS;

- Homep peructpaniioHHOT0 yA0CTOBEPEHUS;

- CepuliHblii HOMeEp

MapkHpOBKa HAKOHEYHHKOB:

1. bykBeHHOE 0003HAYCHHE HAKOHEYHHKA.

2. O0o3HayeHue cepun anmapara xupypruueckoro (DTE).
3. Jlara BhImmycka.

4. CuMBOJBL:

1347C

30

- [Toanexar crepunu3anuu B aBTOKJIaBe mpu Temmeparype: 134°C

c € - U3nenue cooTBeTCTBYET OCHOBHBIM TpeboBanusM EBpomnetickoit JIMpeKkTUBLI

D TE - Cepus

MapkupoBKa HACAKH:
MapxkupoBka HepaOoueli yactu Hacajku BbIIOJIHEHA METOJJOM JIa3€pHON TPaBUPOBKHU:
1. bykBenHoe o603HaueHne BapuanTa ucnoiaHeHust Hacagku.

2. OO0o3HaYeHUE THIIA CUCTEMBI arrapara XupypruuceCkoro yjibTpa3sByKOBOI'O

D TE (DTE) nnn ﬁ@(Woodpecker)

MapkupoBKa HOKHOM NeJaJIu:
CHUMBOJIBI M HAAMCH HA MAPKUPOBKE:

Hoxxnas negans — MOAEIb

u HNzroroBureinn

SN CepwuiiHblit HOMEp

OJIHOMOYEHHBINA
Y noMHOMOte
MPEeACTaBUTEND B
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EBporneiickom

coo01ecTBe
@ Jlara uzroroBieHus

Pacnbuienune Boabl noa
HAIIopoM
CooTBeTCTBYET TPEOOBAHUSAM
JIMpeKTuBbI O YyTUIU3ALUN
OTXOJIOB

— SIIEKTPOOOOPYIOBAHUS
(WEEE)

IIponykT nMeeT MapKUpPOBKY

eBponelcKkuil cepTudukar
c € 0197
cootBercTBUs (CE)

10.YITAKOBKA

ArmmapaT Xupyprudeckuii ynprpaspykosoii Surgery-X LED ynakoBaH B IJIaCTUKOBBIN Y€MOJIaH C
QJIFOMUHUEBBIM MOKPBITHEM C BHYTPEHHUMHM BKJIA/IbIIIAMHU, Jajiee YeMO/IaH YJI0KEH B KAPTOHHYIO
KOpOOKY.

I"abGapuTHble pazmepsl yemonana: 470 mm x 385 mm x 215 mm (£10 Mm)

TpaHcniopTHas ynmakoBKa — KapTOHHasi KOpoOKa
I"abaputhbie pazmepsl: 590 MM X 470 MM x 335 mm (£10 mm)

11. TPEBOBAHUS K OXPAHE OKPYKAIOIIEN CPEJIBI

Z[aHHOG MCIUIIMHCKOC U3JCIINC ITPHU UCIIOJIB30BAHUU, TPAHCIIOPTUPOBKEC U XPAHCHUN HEC OKA3bIBACT
HEraTMBHOI'O BO3/ICHCTBHS Ha YEJIOBEKa U OKPYZKaroUlyro Cpeay.
Ero MoxHO UCI0Ib30BaTh B COOTBETCTBHUU C ZLCIZCTBYIOHlHMH MCCTHBIMH 3aKOHaMH.

12.CPOK CJIYKBbI

Cpok ciy>x0bl anmapara XUpypruieckoro yibTpasBykoBoro Surgery-X LED cocrasnsier 10 ner.

Cpox cy>KObl HAKOHEYHHKA OTIPEIEISAETCSI KOJTUIECTBOM IIMKJIOB cTepuian3anun. HakoHeUHHK JOmKeH
BbIIepKuBaTh He MeHee 300 UKIIOB cTepHUiM3auy, 0e3 yXy/IIIeH!s] BHEITHETO BU/A U
paboTOCITOCOOHOCTH.

TpyOka st mogaun BoAbL: He Ooiee 8 MUKIOB CTePHIIU3AIIHH.
Cpoxk ciy>k0bl HACaJI0K COCTABIISAET 5 JIET.
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Cpox ci1y:KO0bl M1 OTpAHUYEHHSI IPH MOBTOPHOH 00padoTKe CTEPUJIN3yeMbIX U3/1eJINil:
MakcuMaabHOE PEKOMEHIOBAHHOE KOJTMYECTBO IUKIIOB CTEPUITH3AIIHH:

- Hakoneunuk. Crepunuzanus - He 6osiee 300 1IUKIIOB.

- Hacagxu. Crepunuzanus - ae 6onee 100 nukios.

- JIlnHamMoMeTpruYeCKUi KIIFOY - CpOK cIykObI 5 neT. Crepunu3anus - He 6osee 1000 nukios.
- TpyOxa ans nonauu Boasl. Creprinzanus - He 0oJiee 8 LUKIIOB.

- Pazpém s TpyOku nmomaun Bojwl. Ctepunuzanus - He 6osiee 1000 mukiios.

- Jlepxarenp HakoHeunuka. Crepunu3zanus - He 6osee 100 mukioB.

- [loxcraBka miist Hacagok ¢ Kpeimkoi. Crepunuzarnus - He 6osiee 1000 mukios.

13.YTUJIN3ALUSA

Anmapat Xupyprudeckuii yapTpazBykoBoit Surgery-X LED crnexyer yrunu3upoBaTh COTIacHO
MPEIINUCAHUSAM 110 YTUIIU3AIMH 11 CTOMATOJIOTUYECKUX KaOWHETOB/KITMHHUK.

J1J1g ONTHOM yTHIIM3alMK YCTPOCcTBa HE00X0IMMO cBsi3aThes ¢ kommnanuei «Guilin Woodpecker
Medical Instrument Co., Ltd.», China, o tein. +86-773-5855350

Wnn oO6paTuThes K KOMIAHUH, UMEIOLIEH BCce HEOOXOAUMBIE TOKYMEHTBI, sl pa0OThI C JAHHBIMU
BHJIAMU OTXOJIOB, B COOTBETCTBUU C TpeboBaHusIMHU PD.

14 OYUCTKA, AESUHOEKIHUSA, CTEPUJIN3ALIUA

OumncTtka, Ae3uH(PEKIUS U CTePUITH3AIIM HACAIOK, TUHAMOMETPUUECKOTO KJIH04a, TPYOKHU JUIsl OJaun
BOJIbI, TTOACTABKH JIJIS1 HACA/I0K, pa3bEéMa Jijist EMKOCTHU ¢ (pU3pacTBOPOM, pazbEma i TPYOKH Moauu
BoJbI, HakoHeuHuka HB-1 LED c kabenem, nepsxaresns HakOHEUHHUKA U OOKca JIsl CTEPUITU3AIIIN
BBITIOJIHSIETCS KaK yKa3zaHo Huxke. Eciu He ykazaHO WHOE, B TalibHEUIIEM JaHHBIC U3AeNust OyayT
MMEHOBATHCS «IIPOJTYKTAMM.

[Tpenynpexnaenue: Mcnonb30BaHue CHIIbHOICHCTBYIOIINX YUCTALIMX M J1€3UHPUIUPYIOLINX KUKOCTEH
(menounslx ¢ pH>9 unu kucnoTHeIx ¢ pH<S5) MOXkeT COKpaTuTh CPOK CIykObl MPOAYKTOB. B Takux
Clly4yasiX MPOU3BOIUTENIb CHUMAET € ce0s JIt00yI0 OTBETCTBEHHOCTD.

IIpoayKTsI HE TOJIKHBI TOABEPraThCs BO3EHCTBUIO TemnepaTyp cseime 138 °C.
OrpannueHust Ha 00padoOTKY:

ITpoayKThl paccuuTaHbl Ha OOJIBIIOE KOJIUYECTBO LIUKIIOB CTEpUIN3aLuu. [ 3TOro crenuaibHO ObUTN
BbIOpaHbI COOTBETCTBYIOIINE MaTE€PUaiIbl, UCIIOJIb3yEMbIe B IPOM3BOJICTBE. TeM He MeHee, TepMUYECKHe
Y XUMHYECKUE Harpy3Ku Ka)J10ro IIUKJIa OATOTOBKH K MCIIOIb30BAHHIO IPUBOAST K CTAPEHUIO
IIPOJYKTOB.

MaxkcuMaabHOE PEKOMEHIyeMOe KOJMIECTBO ITUKIIOB CTEPHIIN3AIMH TPYOKH JUIS TTOIa49H BOJIBI — 8;
MaKCUMaJIbHOE JOMYCTUMOE KOJIUYECTBO IUKJIOB CTEPUIIN3AIIMN HACAJO0K U JepKaTelsl HAKOHEYHUKA —
100; MmakcuMaIbHO JOMYCTUMOE KOJWYECTBO IIMKIOB CTEPUIIN3ANN HAKOHEUHHKA - 300; MaKCUMAIIbHO
JOMYCTUMOE KOJIMYECTBO IIUKJIOB CTEPWIIM3ALMM pazbeMa I MO1a4d BOJIbI, pa3bema JJisl EMKOCTH C

(bu3pacTBOPOM, TOJICTABKH JJISI HACAIOK, TUHAMOMETPHYECKOTO KJTI0ua U OOKca JIJisi CTePHIIH3AIIN —
1000.
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IlepBonayaabHasi 00padoTKa

IMpuHmne! 00padboTku

DddexTuBHAS CTEpUIM3AIIKS BO3MOXKHA TOIBKO MOCIE 3aBepiieHns 3 (HEKTUBHONW OUNUCTKU U
ne3uHpekuuu. Y oeauTech, 4TO BO BpeMs MCIOJb30BaHUs Ui OUUCTKU/Ie3UH(DEKINH U CTEPUITH3ALUU
HCIOJIb3YETCS TOJIBKO HaJUIeKaIIUM 00pa30M MPOBEPEHHBIE CPEICTBA U MIPOLEAYPHI, COOTBETCTBYIOIIHE
TpeOOBaHUSAM NPOAYKTA, a TAK)KE TApaHTUPYITE COOI0IEHUE 3aJaHHBIX [TAPaMETPOB BO BPEMsI KaXKJ10TO
nukia. Takxke coOnroaaiiTe 3akoHOAaTEIbHbIEC aKThI, IPUMEHSIEMbIE B Balllel CTpaHe, a TaK)Ke CAHUTapHO-
TUTMEHUYECKUE MpaBuiia OOJbHUIBI UM KIMHUKH, OCOOCHHO B OTHOIICHUHU JAOMOIHUTEIbHBIX
TpeOOBaHU IO MHAKTUBAIIUU TIPUOHOB.

[Tocneoneparmmonnas oopadboTKa

[Tocneonepanuonnyto o0paboOTKy HEOOX0AUMO MPOBOIUTH HEMEIJIEHHO, HE M03/IHEE, yeM uepe3 30
MUHYT IOcJie 3aBeplieHus onepanuu. Cienyite HUKETPUBEICHHON HHCTPYKIIUU:

1. JlaiiTe ynpTpa3ByKOBOMY XUPYpPrHUECKOMY ammapary nopadorars B TeueHue 20-30 cekyH B pexxuMe
IIPOMBIBKH, YTOOBI IPOMBITh HACAAKY U HAKOHEYHUK;

2. CHUMHTE HAaKOHEYHUK C yJIbTPa3BYKOBOIO XUPYPTUUYECKOTO armapara i CMOUTE 3arpsi3HEHUS C
MOBEPXHOCTH OYHILEHHON BOJOH (MM JUCTUILTUPOBAHHOM/ IEMOHN3UPOBAHHON BOJION);

[Ipumeuanmue:
1) Mcnionb3yeMblii TakeT TO/KEH COOTBETCTBOBATh cTanaapty ISO 11607,

2) OH J0JKeH BBIACP)KUBATH BRICOKYIO Temrieparypy 10 138 °C u o6magaTh JOCTATOUHOM
MapOTPOHUIIAEMOCTBIO;

3) yHaKOBO‘lHYI-O cpeay U COOTBETCTBYIOIINEC NHCTPYMCHTHI HeO6XO,Z[I/IMO pEeryjidpHO OYHUIIATh, YTOOBI
o0ecneyuThb YUCTOTY U NIPCAOTBPATUTDL MOMAAAHNUC 3aIPA3HAIOMINX BCILICCTB,

4) Ilpu ynakoBke n3z0eraiiTe KOHTaKTa C IeTaJISIMU U3 Pa3HbIX METAJIJIOB.

IloaroroBka nepea OYNCTKON

WNuctpymenTsl: JluHaMOMeTpUYECKU KITt04, OOKC JJIsl CTEPUIIN3ALUH, MSTKasl IETKa, YUCTast U cyXas
MArKasi TKaHb

1. IlepeBenuTe anmnapaT B peKUM OYMCTKH, HAKMHUTE Ha HOXKHYIO IeJajib Ha 3 CeKyH/Ibl, YTOOBI Ha4aTh
IIPOLEAYPY OUUCTKY;

[Tpumeuanue: Ha qanHOM 3Tare cieayeT UCIOIb30BaTh OYUIIICHHYIO, TUCTHUTMPOBAHHYIO UITH
J€MOHU3UPOBAHHYIO BOAY.

2. BkpyTUTe repMeTU3HpYIOLIYIO BTYJIKY B COEIMHUTEIh HAKOHEUHUKA, YTOOBI rapaHTHPOBATh, UTO B
HEro HeE MOoNajeT BOAA;

3. CHUMHTE HacaJKy ¢ HAKOHEYHHKA yIbTPa3BYKOBOT'O XUPYPTHUECKOTO arapara ¢ HOMOIIBIO
JAMHAMOMETPHUYECKOT0 KJIroua, mpeaocTaBieHHoro kommanuein Guilin Woodpecker Medical Instrument
Co., Ltd, a 3arem momecTuTe HacaaKy U JUHAMOMETPHUECKHUI KITIOU B YUCTHINA OOKC.
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4. OTKpyTHUTE HUMIENIb B IEpeIHEN YaCTH HHCTPYMEHTa (HAKOHEYHHUKA), Bpallasi ero MpoTUB YaCOBOU
CTpPEJIKH, CHUMUTE CBETOBOJI M CBETOAMOIHYIO JaMIy U IIOMECTUTE UX B JIOTOK.

5. Mcnonp3yiiTe YUCTYI0 MATKYIO IIETKY, YTOOBI TIIATEIHFHO OUYUCTUTH C TIepeIHel pe3bObl, pacTpyoda,
HUIIIENs, CBETOBOAA U CBETOIMOAHON JIaMITbl BUAMMBIC 3arpsi3sHEHUs. 3aTeM NMPOTPUTE UHCTPYMEHT
(HAKOHEYHUK) U MPUHAATICKHOCTH MSITKON TKAHBIO U CIIOKUTE UX B YUCTBIN O0Kc. Mcnonb3yiiTe s
OUYMCTKHU YHUCTYIO JUCTUIUIMPOBAHHYIO WU JUOHU3UPOBAHHYIO BONY.

Orarbl pa30o0pKu

Q=g D

Cormno Ceetoron Ceerognon MHCTpyMeHT

|

OYUCTKA
OuuncTKy ciieyer Npou3BOIUTh HE MTO3JHEE, YEM Uepe3 24 yaca 10cIIe ONepaluy.

O4KCTKY MOKHO BBIMIOJIHATH B @aBTOMaTUYECKOM pexXUMe U BpyuHyto. Eciu mo3BossioT ycioBus,
MIPEATIOYTUTEIbHA aBTOMAaTHYECKasl OUHMCTKA.

ABTOMaTHYECKAs OUUCTKA
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. CooTBeTCTBHE MOCYHOUW MAIIMHBI JOJIKHO OBITh TIOJITBEPKACHO cepThuduKaTomM cooTBeTcTBHS EN
1SO 15883.

. Ko BHyTpeHHeli mOJI0CTH YCTPOHCTBA JOIDKEH OBITh MOJIKIIOYEH MPOMBIBOYHBIHN MaTpyOOK.

. [poremypa OYUCTKHU JOJDKHA MOIXOAUTH JIJISl IPOJYKTOB U IIUKJI TPOMBIBKH JIOJDKEH OBITH
O0CTaTOYHBIM (5-10 MUHYT).

. He BobinonHsiiTe OUNCTKY HHCTPYMEHTA (HAKOHEUYHUKA) YIBTPA3BYKOM.

PexomMenayercst MCOIb30BaTh MOCUHO-AE3UH(DUIIUPYIOUTYIO MAIIUHY, COOTBETCTBYIOIIYIO CTAHIAPTY
EN ISO 15883. [Toapo6Hy0 nHbOpMAIKIO 0 IPOIEAYPE CM. B TTOApa3eiie «ABTOMaTHYECKas
ne3uHpexuus» B pazaene «JlesuHpexuns.

IIpumeuanue:

a) MoroIiM cpecTBOM He 0053aTeNIbHO TOJDKHA OBITh IPOCTast YHCTas BOAA. ITO MOXKET OBITh
IUCTUJUITMPOBaHHAS BOJA, IEMOHU3UPOBAHHAS BOJIa WM MyIbTU(EepMeHT. Tem He MeHee, HE0OX0AUMO
yOeaUThCsl, YTO BEIOPAHHOE YHCTAIIEE CPEACTBO COBMECTUMO C MPOIYKTaMHU.

b) Ha sTame ouncTku TemiiepaTypa BObI HE T0/DKHA MpeBbiniath 45 °C, uHadye O€I0K 3aTBEPCET, U €To
OyIeT CI0XKHO YAaITUTh.

c) [Tocne 04YMCTKH KOHLIEHTPALIUS XUMUYECKOTO OCTaTKa JI0JKHA COCTaBJIATh MeHee 10 Mr/i.

JNE3UH®EKIMS

HGSI/IHCI)CKI_II/IIO HCO6XOI[I/IMO IIPpOBOAUTH HC IMO3AHECC, UEM UCPEC3 2 yaca 1ocie drara ouucTky. Ecim
MO3BOJIAIOT YCJIIOBUS, IPCAIIOYTHUTCIIbHA aBTOMAaTUYCCKaA )IGSI/IH(beKLII/IH.

ABTOMaTHUYECKas I[e3I/IHd)eKI_[I/I$I - MOG‘IHO'I{GSI/IH(I)CKHI/IOHHBJI MaliruHa

. CooTBeTcTBHE MOEUHO-/1€3UH(PEKIIMOHHON MAIIMHBI JJOJKHO OBITh MOATBEPKACHO CEpTU(UKATOM
cootBetcTBUs cTanaapty EN ISO 15883.

. Hcnonb3yiiTe QyHKIMIO BRICOKOTEMITEpaTypHO Ae3uH(exkunu. TemnepaTypa He JODKHA
npesbimaTh 134 °C, a Bpems Je3uHPEeKIH IPpU TaKo! TeMIlepaType He JT0JKHO ObITh 6osbie 20 MUHYT.

. [y ne3uHpeKrn T0KeH COOTBETCTBOBATh MKy u3 ctanaapta EN ISO 15883.
DTanbl OYUCTKU U AC3UHPEKIINUN C UCTIOIH30BAaHHEM MOESUHO-Ae3MH(PUIUPYIOIIEH MAITHHbIL:

1. AKKypaTHO IMOMECTUTEC NPOAYKTEI B OoKC HJI ,[[e3I/IH(1)CKI_[I/II/I. dukcanus MMPOAYKTOB Tpe6yeTC$[ TOJIBKO
TOraa, Koraa npoAyKT sABJISICTCSA CbCMHBIM B y'CTpOI‘/’ICTBC. HpOI[}/KTBI HC JOJIZKHBI KOHTAKTUPOBAThL APYT C

JIPyToM.

2. IlogcoenuuuTe KO BHYTPEHHEH MOJIOCTH MPOTYKTa IPOMBIBOYHBIN MTATPYOOK MOCYHO-
Ne3uH(EKIIMOHHOW MalIMHbBI C TIOMOIIBIO MOAXOASAIIET0 COSIMHUTES.

3. 3amycTuTe MporpamMmy.

[Tocne 3aBepiieHUs IPOrpaMMbl U3BJIEKUTE MPOIYKTHI U3 MOEUYHO-AE3MHPEKIINOHHON MAIlIUHbI U
OCMOTpHUTE UX U yMakoBKy. [Ipu HeoOX0oIMMOCTH MPOCYIINTE NPOAYKTHI IOBTOPHO.

IIpumeuanue:
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1) YUtoObI 03HAKOMHTHCS C MPOIECCOM Ae3UHBEKITUN U MEPAMH IIPEIOCTOPOKHOCTH, ITEPET
HUCITOJIB30BaHUEM HCO6XOI[I/IMO BHUMATCJIBHO IMMPOYNUTATh HHCTPYKIHU 110 SKCIUTyaTalluu,
IPEOCTaBICHHBIE IPOU3BOAUTEIEM 000PYIOBAHUSI.

2) Ilpu ucronb30BaHUK JAHHOTO 000PYIOBAHUS OYUCTKA, AC3MH(EKIIMS U CYIIKa OYAYT BBIIOIHITHCS
OJTHOBPEMEHHO.

3) Ouncrka:

a) [Ipouenypa oUMCTKYU AOKHA TOIXOIUTH JIJIsl 00pabaTbhiBaeMbIX MPOAYKTOB. [leproa npoMbIBKU
JOJKeH OBITh JocTaTOYHBIM (5-10 MuHyT). BBINonHUTE MTpeiBapuTeIbHOE IPOMBIBAHUE B TEUCHUE 3
MUHYT, IPOMOMTE NPOYKTHI €111¢ B TCUCHUU 5 MUHYT, MIOCJIE YETO BHIIIOJIHUTE €I1Ie JBa OMOJACKUBAHUS
IIPOJOJDKUTEIBHOCTBIO 1 MUHYTY KaXKI0€.

b) Ha sTame npoMbIBKH TeMIIepaTypa BOJIBI HE JOJKHA MpeBbImaTh 45 °C, nHave OeJIOK 3aTBEPACET U ero
OyzeT TpyIHO yIalIUTh.

¢) Mcnonb3yeMblii pacTBOp MOXKET SIBJSTHCS MMPOCTOM YUCTOM BOJIOH, TUCTUITMPOBAHHOM BOJIOM,
JICMOHU3UPOBAHHOW BOJIOH HITM MYJIbTH(EPMEHTHBIM PACTBOPOM H T. [I; JOITYCKACTCS HCIIOJIb30BAHKE
TOJIBKO CBEXEIPUTOTOBJIEHHBIX PACTBOPOB.

d) ITpu ncroIb30BaHUM OYUCTHUTEIIS HEOOXOIUMO COOII0IaTh KOHIICHTPAIIMIO B BpeMsl, YKa3aHHbBIC
npousBoauTeneM. Mcnomip3dyemslit ounctutens — Heoauiep MediZym (Dr. Weigert).

4) Nesunpexuus:

a) HemocpenctBenHoe ucnonab30BaHue nocie ae3uHdexun: remneparypa > 90 °C, Bpems > 5 MUH Win
A0 >3000;

Crepunuzanus nocie Ae3uHPEKIUU 1 UCTIO0Ib30BaHus: TeMieparypa > 90 °C, Bpems > 1 mun wim AQ >
600

b) Temmneparypa nesunpexnnu nomkaa coctaBisats 93 °C, Bpems — 2,5 muH, a A0>3000.

5) Ha Bcex sTamax mpoOMbIBaHHsI MOYKHO HCIIOJIB30BaTh TOJNBKO TUCTHILTMPOBAHHYIO UITH
JEMOHU3UPOBAHHYIO BOJY C HEOOJIBIIUM KOJM4YeCcTBOM MukpoopranuzmoB (<10 KOE/mi) (Hanpumep,
OYUIIIEHHYIO BOJly, COOTBETCTBYIOIIYIO TpeOboBaHusAM EBponeiickoil papmakonen uinn @apmakonen
CILIA).

6) [Tociie OUMCTKH KOHIICHTPAIIUS XMMHUYECKOT0 OCTAaTKa JI0JDKHA COCTaBIATh MeHee 10 mr/i.
7) Bo3nyx, ucnonp3yembli JUIsl CyLIKH, T0JbKeH ¢uiibTpoBaThes yepe3 HEPA-dunbTp.

8) PerynsapHo peMOHTUPYITE U IPOBEPANTE AE3UHPEKTOP.

CYHIKA

Ecnu B nponecce OYUCTKH U HC3I/IH(I)CKL[I/II/I HC NIPpCAYCMOTPCHA (bYHKI_II/ISI aBTOMAaTUYECKOM CYIIKH,
BBIIIOJIHSNTE CYIIKY IMPOAYKTOB MMOCJIC OYUCTKHU U ,Z[eBI/IH(I)CKL[I/II/I CaMOCTOATCIIbHO.

Mertonsr:

1. Paccrenure unctyto 6enyro Oymary (6enyro TKaHb) Ha pOBHOM CTOJIE, TOJI0OKHUTE MPOIYKThl HA HEe, a
3aTe€M BBICYIINTE MPOIYKThI (PUIBTPOBAHHBIM CYXUM CHKAaThIM BO3/1yXOM (MaKCHUMaJIbHOE JIaBJIeHHE 3
6ap). BeicymnBanue OyaeT 3aBepuIeHo, KOT1a >KUJIKOCTh IIepecTaHeT paclbUIsAThCS Ha Oenyto Oymary
(6emyro TKaHb).
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2 BricymiMBaHr€e MOKHO BBIIOJIHATH HEMOCPEACTBEHHO B MEIULIMHCKOM CYLIMJIBHOM IIKady (WK 1eun).
Pexomennyemas temneparypa cymku coctaisier 80~120 °C, a BpeMsi JOJKHO cOCTaBlATh 15~40 MUHYT.

[Ipumeuanue:

1) Cymuka npoaykTa J0JKHA TPOU3BOANUTHCS B YUCTOM MECTE.

2) TemnepaTypa CyLIKU He 10JKHA npeBbimath 138 °C;

3) Ucnonezyemoe 060pyAOBaHHE CIIENYET PEryJIspHO IPOBEPATh U 00CITYKUBATh.

OcMOoTp U 00CAYKUBAHUE

B JaHHOM pa3acii€ olmrcaHa IIpoOBEpKa TOJIBKO BHEIIHET'O B A ITPOAYKTOB. Ecmu no pe3yiabTaTam
ocMOTpa npo6neM HE O6H3py>I(CHO, CIIEAYCT HEMEAJICHHO CO6paTB HaAKOHEYHHK, ITOCJICA0BATCIIBHO
YCTAaHOBUTHh HA HAKOHCYHHUK CBETOJUO/, CBETOBOJ U KOHUYCCKYIO I'OJIOBKY, a 3aTEM 3aTAHYTb
KOHHNYCCKYIO I'OJIOBKY I10 4acoBOM CTPCIIKC.

1. ITpoBepsTe poayKThl. Ecim mocie ouncTku/ae3nH(eKnny Ha IPOAYyKTaxX BCE €I OCTAIOTCS BUIUMBIC
MSITHA, BECh MPOLIECC OUMCTKH/Ie3MH(EKINU HEOOXOMMO TIOBTOPHTb.

2. HpOBepBTe IIPOAYKTHI. Ecau oHu UMEIOT SIBHBIC MOBPCIKACHUA, TPCIINHBI, UMCCT MCCTO PAa3bCAMHCHUC
KOMIIOHCHTOB, HMCHOTCs CJICAbI KOPPO3UH UIIH I/I3FI/I6BI, ux HCO6XOI[I/IMO YTUIN3UPOBATHL U UX
L[anLHeﬁmee HCITIOJIb30BAHUEC HEAOITYCTUMO.

3. [IpoBepwTe mpoaykThl. Eciii 00HApYKEHO, 9TO MPUHAIICHKHOCTH TIOBPEXKICHBI, 3AMCHHUTE UX MEPET
ucronb30BanueM. HoBbie MpUHAAICKHOCTH 17151 3aMEHBI HEOOXOAMMO OYUCTHUTh, MPOIe3UHPUIIIPOBATH
Y BBICYLIUTb.

4. Ecnu CpOK CJ'Iy>K6BI (KOJ'H/I‘-ICCTBO I_II/IKJ'IOB) MNPOAYKTOB JOCTUTACT YKA3aHHOI'O MAKCUMAJIBHOT'O CpOKa
CJ'Iy>K6BI (KOJ'H/I‘-ICCTBa I_[I/IKJ'IOB), CBOCBPCMCHHO 3aMCHUTE €TO.

Ynoakoska

Cobepure npo1e3uHGUIMPOBAHHBIE U BBICYIIEHHBIE IPOAYKTHI M OBICTPO yIaKyHTe UX B
CTEPUITU3ALUOHHBIA MEUIIMHCKHI MaKeT (MM CHeUATbHBIA OOKC JUIsl CTEePHITH3AIIIMN).

[Ipumeuanmue:

1) Ucnonb3yeMslii MakeT TOKEH COOTBETCTBOBATh cTanaapty ISO 11607,

2) OH 10JDKEH BBIIEPKHUBATh BBICOKYIO Temmeparypy a0 138 °C u obsanaTh JOCTATOYHOM
NapONpPOHULIAEMOCTbIO;

3) YnakoBOUYHYIO Cpely U COOTBETCTBYIOIINE HHCTPYMEHTHI HEOOXO0AUMO PETyJIsIPHO OYHIIATE, YTOOBI
00ecTeYnTh YUCTOTY U MPEAOTBPATUTH MONAJaHNUE 3aTPSA3HAIONINX BEIECTB;

4) Ilpu ynakoBke u3beraiite KOHTaKTa ¢ ACTATSIMUA U3 PA3HBIX METaJJIOB.

CTEPUWIN3AIIUA

Jl5ig cTepunu3aluy cieayeT UCHOoIb30BaTh TOJIbKO HIXKEyKa3aHHBIE MPOLEAYPhl TApOBOM CTEpHIIN3alUU
(mpouenypa ¢ppakIMOHHOTO NMPEABAPUTEIBHOIO BAKYYMUPOBAHUS*), IpYyTHe MPOLeTypbl CTEPHIN3AIIH
3alpeIIEHbI:

1. [TapoBoii crepunuzaTop 10KEH cOOTBeTCTBOBAThH cTanaapTy EN13060 nmu ObITh
ceprudunmpoBanHbiM 1o ctanaapty EN 285 nns obecnieuennst coorBerctBust EN ISO 17665;
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2. MakcumanbHas Temreparypa crepruimsaiuu 138 °C;

3. Crepwmmzanus ipu temrieparype 134 °C BBINOIHSETCS B TECYCHUU HE MEHEE YeM 4 MUHYT C JIaBIICHUEM
2,0~2,3 Gap.

4, MakcuManbsHOE BpeMsi cTepriin3ainuu npu temneparype 134 °C cocrasnsier 20 MUHYT.

[TonTBepxIeHUE CYIIECTBEHHOM MTPUTOJHOCTH MTPOAYKTOB Ui AP PEKTUBHON MAPOBOH CTEPUIH3ALNN
OBLIO IPOBEJICHO TPOBEPEHHOMN MCTIBITATEILHOM Ta00paTOpHEH.

[Ipumeuanue:

1) K crepunm3zanmu 101ycKarTCst TOIBKO TPOIYKTHI, KOTOpbIe ObUTH 3()(hEKTHBHO OUHUILCHBI U
poIe3UH(UITUPOBAHEI;

2) Ilepen ucrosib30BaHUEM CTEPHIIM3ATOPA IIPOUTHTE PYKOBOJICTBO IO IKCILTYaTALUH, TIPEIOCTABICHHOES
IIPOU3BOUTENIEM 000PYI0BaHUs, U CIEAYNUTE IPUBEICHHBIM B HEM UHCTPYKIIUSM.

3) He HCHOHBSYﬁTe CTCPUIIN3aHUIO I'OPAYUM BO3AYXOM U paJUALIMOHHYIO CTCPUIIN3AlHIO, ITIOCKOJIBKY 3TO
MOZKET MPUBECTU K MMOBPCIKACHUIO MTPOAYKTA,

4) Vcrionb3yiTe Ui CTEPUIIN3AIIUN PEKOMEHIYEMbIE IPOLICAYPHI.

He pexomennyercs crepuinn3oBars ¢ IPUMEHEHUEM JIPYTUX IPOLELYp CTEPWIM3ALUH, HALIPUMED,
STHIICHOKCUIOM, (hOopMabIeruioM U HU3KOTEMIIepaTypHoii ia3moii. [IpousBoanTens He HeceT
OTBETCTBEHHOCTH 32 HUCIIOJIb30BAHUE MIPOLIEAYP, OTIIMYHBIX OT PEKOMEHJOBaHHBIX. ECiIM BBl HCIIONB3yETE
IIPOLEAYPBI CTEPUIN3ALUH, KOTOPbIE HE OBLIIM PEKOMEH0BaHbI IPOU3BOAUTENEM, IPUIEP)KUBANTECH
IPUMEHUMBIX JEHCTBYIOIUX CTAHIAPTOB U IPOBEPHTE UX MIPUTOTHOCTh U A3PPEKTUBHOCTD.

5) Iporenypa GpakiiMOHHOTO MPEIBAPUTEILHOTO BAKYYMUPOBAHHUS = CTEPHIU3ALINS TTAPOM C
MOBTOPSIFOLIIUMCS ITPEABAPUTENIBHBIM BaKyyMUpoBaHueM. Mcrionb3yemast 3/1ech Mpoleaypa 3akjrouaeTcs
B MIPOBEJCHUU NAPOBOW CTEPUIIM3ALIMU C TTIOMOILBIO TPEX MPEIBAPUTEIbHBIX IUKJIOB BAKYYMHPOBaHHS.

XpaHeHue 10CJIe CTEPUIN3AIIUUA

1. XpaHuTh B 4MCTOH, CyXOH, BEHTUIIMPYEMON, HEKOPPO3UOHHOM cpeie PU OTHOCUTEIBHOMN BIaKHOCTU
ot 10 1o 93%, armocdepHom nasnenuu ot 70 1o 106 kIla u remnepatype ot -20 1o +55 °C;

2. Ilocne crepuin3aiuy NPOAYKT CIIEAYET YIIaKOBaTh B CTEPUIM3YEeMbI METUIIMHCKUH aKeT Ui
YHUCTBIA T€PMETUYHBIN KOHTEHHEP U XPaHUTh B ClIeLMaIbHOM IKady i xpaHeHus. Cpok XpaHeHus He
JOJDKEH MpeBblath 7 AHel. Ecnu oH npeBblleH, nepes HCIOoIb30BaHUEM MPOIYKTHI CIEAyeT
00paboTaTh MOBTOPHO.

[Ipumeuanmue:
1) ITomemmenue 11 XpaHeHUs JOJKHO OBITh YUCTBIM U PErYJISPHO A€3MH(DUIIPOBATHCS;

2) [Ipu xpaHeHUH TPOAYKTHI TOJKHBI ObITh YIIAKOBaHbI, MAPKUPOBAHBI U 3aPETUCTPUPOBAHBI.

OuncTka u JIC3I/IHd)eKI_[I/I}I OCHOBHOT'O 0JIOKA:

. [Tepen xkaxabIM HCIOIb30BAaHUEM NPOTUPANTE TOBEPXHOCTH OCHOBHOIO 0JIOKA YCTPONCTBA U
Ka0eJlb HAKOHEYHHUKA MSATKOW TKaHbIO UM OyMasKHBIM MOJOTEHIEM, CMOYEHHBIM 75%-HbIM
MeAUIMHCKUM ciupToM. [ToBTOpHTE NpOoTHpaHue He MeHee 3 pa3.
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. [Tepen kaxapIM UCIIOIH30BAHUEM JIaliTe HAKOHEUHUKY C HACAJKOU MOpaboTaTh B PEKUME

opoueHus B TeueHue 20-30 cekyH, a 3aTeM NOJKII0YaiTe UHCTPYMEHT.

. [Toce kaxm0Tro UCMOIB30BaHUSA JaiiTe HAKOHEYHUKY C HACAJKOHW MOpaboTaTh B PeXKIME
opoueHus B TeueHue 20-30 cekyH, a 3aTeM OTKJII0YalTe HHCTPYMEHT.

. [Tocne kax10ro UCHOIb30BaHUS IPOTHPANTE MOBEPXHOCTH OCHOBHOIO 0OJIOKA yCTPONCTBA U
Ka0eJsi HAKOHEYHHUKA MSATKOM TKaHbI0, CMOUYEHHOM OUMILEHHOW BOAOH (IUCTUILTUPOBAHHOM UITN
JIEMOHU3UPOBAHHOM BOJION) WJIM YHUCTOM 0THOpa30Boi canderkoid. [loBTropuTe nmpoTtupanue He MeHee 3

pas.

15.YCTPAHEHUE HEMCIIPABHOCTEM Y IPUMEYAHMUS

Ecnu npu pabdote 000py1oBaHUs BO3HUKIIN IPOOJIEMBI, TO €II€ pa3 IPOYUTANTE HHCTPYKLMH U CBEPHTECH CO

CIIeyIOIIeH Ta0IuIIei:

[Ipobiema

Bo3moskHas npuunHa

Pemenne

Brikntouaresnb MOBEpHYT Ha
ON, oxgHako 000pyIOBaHKE
HE BKJIFOYAETCH.

Tekep Ha KoHILIE Kabes
IIUTAaHUA I1JIOXO BCTABJICH B
THE3J0 Ha 3aJHEH JacTH
OCHOBHOTI0 OJIOKA.

IIpoBepbTe, 1OCTATOYHO JIU
IUIOTHO IIOJICOEANHEH Ka0eb.

HewucnpaBHOCTh Kabes
HHUTAHHS

IIposepeTe, UCIpaBHO U
paboTaet poseTka.
3ameHuTe Kabenb NUTaHUsL.

Cropenu mperoXpaHuTeNHn.

3aMeHuTe NpeaoXpaHUTENH.

[IITexep HOXKHOM NegAIH
HenpaBunbHO BCTaBIIEH B
THE3J0 Ha 3aJHeH 4acTu
anrapara.

[ITexep HOXKHOM TIEAATH
HEIMPaBUIBHO BCTABJICH B
pa3beM.

BcrasbTe mITekep HOXKHOM
MeAalu B pa3beM MPaBUIIBHO.

Hosxnas nemgans He paboTaer.

CBSKHUTECH ¢ OJIMKANIIIIM
MpeJCTaBUTEICM UITH
ABTOPHU30BAHHBIM CEPBUCHBIM
neaTpom Woodpecker.

HaxoneuHuk BO Bpems
MPOLEYPHI U31AET CIIA0bII
CBUCT.

Hacazaka HemioTHO pUKpydeHa
K HAaKOHEYHUKY.

OtcoenHUTE HACATKY U
MPUCOCIMHUTE MPABUIIBHO.

OCHOBHOU OJIOK BKJTIIOUEH, HO
He pabotaet. Ha nucriee
otoOpakaercs Hagmuch WARN

Hacanka HenpaBuiibHO
NPUKPENJIeHa K HAKOHEUHHKY.

OtcoenHUTE HACATIKY U
MPUCOCMHUTE MPABUIIBHO.

Hacanka u3HoeHa, ciiomaHa
i neopMHpOBaHa.

3aMmeHuTe HaCalIKy.

Biara B mrekepe xabemnst
HAKOHEYHUKA.

Beicymmre mrekep.

O6opynoBaHre BKJIFOYECHO, HO
He pabotaet. Ha mucruiee
orobpaxaercs Haamuch WARN.

KabGens nutanus He
MOJICOEIMHEH K YCTPOMNCTBY.

IToacoenuuute Kadeab MUTAHNS
K YCTPOMCTBY.

OO0pkIB MpoBO/Ia B Kabere.

CBSDKUTECH C OIMKANIINIM
MPEJICTAaBUTENIEM HITU
aBTOPU30BAaHHBIM CEPBUCHBIM
neaTpoM Woodpecker.

HeucnpaBHOCTH HaCTpOMKH
pabOThl HAKOHEYHUKA.

CBSDKUTECH C OIMKANIIIIM
MPEJICTAaBUTENIEM HITU
aBTOPU30BaHHBIM CEPBUCHBIM
neaTpom Woodpecker.
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Bo Bpems mpouenyps! u3
HAaCaJKU HE BBITCKAeT
KHUJKOCTB.

Bun Hacanku He npegHa3HauYEH
JUISL IPOXOXKACHUS AKHUJIKOCTU
yepes Hee.

Ucnons3yiite Hacaaxy,
MpeaHA3HAYCHHYIO IS
MIPOTEKAHUS Yepe3 Hee
JKUJIKOCTH.

PeszepByap auis xxugkocteit
MyCTOH.

3ameHnTe MycTON pe3epByap Ha
TOJTHBIH.

OTKpBITa KPBIIIKA TTOMIIBI,
COCZIMHEHHAs C TPYOKOH Iist
BOJIBI.

3aKpoMTe KPBILIKY.

TpyOxu st Mogayul BOABI ObLTH
YCTaHOBJICHBI HETIPABUIILHO.

[IpoBepsTe coennueHme TPyOOK.

Hacanka 3aCopuiiacCh.

VY panure 3acop B OTBEPCTUH,
yepe3 KOTOpOoe 0JIKHA
IPOXOIUTH BOJA.

Bo Bpems mpouenyps! u3
Haca/JK1 HE BBITEKAET
KHUIKOCTb.

Haxoneunuk 3acopucs.

CBSDKUTECH ¢ OMMKARIITIM
MpeCTaBUTEICM HITH
ABTOPU30BAHHBIM CEPBUCHBIM
nenTpoM Woodpecker.

ObopynoBanue GyHKIHOHUPYET
UCIIPaBHO, HO TIOMITa paboTaer ¢
TPYIOM.

Cnummkom OoJTbIIIoe TaBlICHNUE,
co3ZaBaeMoe pabouuM KOJIECOM
B TpyOKe IMeprCTabTHYECKON
TIOMITBI.

Y6enurech, uTo TpyOKa
NEePUCTATBTHIECKON TOMIIBI
BCTaBJICHA MPaBUIIBHO.

[Tomma paboTaer ucmpaBHO, HO
KOTJ]a OHa IpeKpamiaeT
pabortatb, BoJa BCE €IIIE TEUET
13 HAKOHCYHUKA.

JBepua nepucTaabTUYECKOM
MTOMITBI HETIPaBWJIBHO 3aKpbITa.

Y6enurecs, uTO ABEpIIA
MEPUCTAIIBTUYECKON MTOMITBI
3aKpbITa MPABHIBHO.

Henoctato4HO MOIITHOCTH.

Hacanka HenpaBUibHO
MPUKPEIICHA K HAKOHCUHUKY
(Ha mucmee oToOpaxkaercs
Haanuck WARN).

OtcoeauHUTE HACAOKy U
MMPUCOCANHUTE IIPABUIIBLHO.

Hacanka u3HomieHa, ciiomaHa
i peopmupoBaHa (Ha
JIHCIUIee 0TOOpaXKaeTCsl HaIIHCh
WARN).

3aMmeHuTe HaCalIKy.

Ha sxpane LCD nosBistoTcs
HEYNUTaeMble CHMBOJIBI JTNOO
nHpOpMAaIU 0ToOpaXkaeTcst He
HOJIHOCTBIO.

[TpoOseMsl ¢ 3JEKTPHYECKUM
HaIpsHKEHUEM.

[IpexpaTuTe oneparmio,
CMEHHTE PEKHUM, 3aTEM
BCPHUTECH K UICXOJHOMY
pexxuMy 100 Tiepe3arycTuTe
obopyioBaHue.
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16.MEPBI IPEJOCTOPOXEHHOCTH

/N\ OnacHocTh: MeaqUuUMHCKHAE 0TX0AbI
Crnenyrormue mpeaMeTsl ClIeIyeT pacCMaTPUBaTh KaKk METUIIMHCKUE OTXO/IbI:
- H3HoleHHbIE WK CIOMaHHbBIE HACAIKH;
- TpyOka myist mo1auu BOABI TOCIIE 8 IIUKIIOB CTEPHUITN3AIINH;
- W3HOMIEHHBIN WK CIOMAaHHBIA TMHAMOMETPUYECKUHN KITHOY.
Komnanuss Woodpecker He HeceT OTBETCTBEHHOCTH 3a MPSMbIC WU CIyYailHbIE TPaBMBI HIIA
MaTepUaIbHBINA yIEepO B CICIYIOMIUX CIIydasX:
1. Eciiu 060pynoBaHre UCTIONB3YeTCs TS ETIeH, OTIIMYHBIX OT TeX, Il KOTOPBIX OHO MPEIHA3HAYCHO;
2. Ecnu oGopynoBaHuE MCHOJB3yeTCS HE B COOTBETCTBHH CO BCEMH HHCTPYKIHUSAMH M TPEOOBAHHUSIMH,
OMHUCAaHHBIMHU B PYKOBOJICTBE;
4. Ecnu cuctema 3JIeKTPOIPOBOJIKH B MIOMEIICHUH, TJI€ UCIIOJIB3YETCsI 000pYyI0BaHUE, HE COOTBETCTBYET
MIPUMEHUMOMY CTaHIAPTy U COOTBETCTBYIOIIUM TPEOOBAHUSIM;
5. Ecnmm kakue-mub0 cOOpOYHBIC ONEpaliy, PacCIIMPEHHUs, HACTPOUKH, W3MEHEHHUS WU PEMOHT ObLIU
BBITTOJIHEHBI IEPCOHAIOM, HE YIOJTHOMOYEHHBIM KoMmnanuenr Woodpecker;
6. Eciu ycroBust OKpy»Karomleil cpefbl, B KOTOPHIX PACHOJIOXKEHO M XPAaHUTCA YCTPOKMCTBO, He
COOTBETCTBYIOT TPeOOBaHUSM, YKa3aHHBIM B pa3jielie TEXHUYECKUX XapaKTePUCTHK.

17. MEPEYEHb HAIIMOHAJIBHBIX CTAHJAAPTOB P®, KOTOPbBIM
COOTBETCTBYET ME/IMIIUHCKOE U3JAEJIUE

I'OCT P 50444-2020 «IIpubopsl, ammapatsl U 0OOpyIOBaHHE MeAUIMHCKHE. OO0IIMe TEeXHUYECKHe
TpeOOoBaHUY;

I'OCT P M3K 60601-1-2010 «M13nenust menuuuHckue snektpudeckne. Yacte 1. OOmme TpeGoBaHUs
0€30IaCHOCTH C Y4€TOM OCHOBHBIX (DYHKIIMOHAJIBHBIX XapaKTEPUCTHK;

I'OCT P M3K 60601-1-6-2014 «M3nenus MeauuuHckue snekrpudeckue. Yacts 1-6. O0uiue TpedoBanus
0€30MacCHOCTH C YYETOM OCHOBHBIX (DYHKIIMOHAJIbHBIX XapaKTEPUCTUK;

I'OCT P MDBK 62304-2013 «U3nenus wmemunuuckue. [lporpammuoe obGecneuenne. [Iporeccs
KU3HEHHOTO LIUKJIay,;

I'OCT ISO 14971-2011 «M3nenusa menuuuHckue. [IpuMeHeHre MEHEI)KMEHTa PUCKAa K MEIUIMHCKUM
U3JIEIHUAMY;

I'OCT P UCO 15223-1-2020 «13nenusa menuuuHckue. CUMBOJIBI, IPUMEHSIEMbIE IPU MAPKUPOBAHUU HA
MEAUIMHCKUX W3AENUsAX, ITUKETKaX W B CONPOBOAMUTENbHOW JoKyMmeHTauuu. Yacte 1. OcHOBHBIE
TpeOoBaHUY;

I'OCT P M3K 60601-1-2-2014 «M3nenus MeauuuHckue snekrpudeckue. Yacts 1-2. O0uiue TpedoBaHus
0€30MacHOCTH C YYETOM OCHOBHBIX (YHKIIMOHAIbHBIX XapakTepucTuk. [lapannenbHblil cTaHmapr.
DNeKTpOMarHuTHas COBMECTUMOCTh. TpeOoBaHuUs U UCTIBITAHUSY;

I'OCT P M3OK 62366-2013 «IIpoextnpoBaHHe MEIMLMHCKUX H3JEIHM C y4E€TOM JKCIUTyaTallMOHHOM
IIPUTOTHOCTHY;

I'OCT P 52770-2016 «W3pnenus memuuuHckue. TpebOoBanus Oe30macHOCTH. MeTOIsl CaHWUTapHO-
XUMHUYECKUX U TOKCUKOJIOTHUECKUX HCTIBITAaHHUI;

I'OCT 31214-2016 «TpeboBanus k oOpas3am 1 JTOKyMEHTAllUH, IPEICTaBIIEMbIM Ha
TOKCUKOJIOTMYECKHE, CAHUTAPHO-XUMHUYECKHE UCCIIEI0BAaHUS, UCTIBITAHNS HA CTEPUIIBHOCTD U
MUPOTE€HHOCTHY;
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T'OCT ISO 10993-1-2011 «U3nenua mequimackue. OneHka OMOJIOTMYECKOr0 IEWCTBUS MEIUIIMHCKUX
m3genuii. Yacte 1. OnieHKa U HCCISI0BaHUY,

I'OCT P UCO 10993-2-2009 «3aeaus meaumuackre. Onenka OMOI0THYECKOTr0 IEHCTBUSA METUIIMHCKHX
m3nenuid. Yacte 2. TpeboBaHuUs K OOPAIICHUIO C )KUBOTHBIMUY;

T'OCT ISO 10993-5-2011 «M3nemusa mequnuackue. OneHKa OMOJIOTMYECKOro IEeHCTBUS MEIUIIMHCKAX
m3aenuii. Yacts 5. MccnenoBanue Ha IMTOTOKCUYHOCTD: METO/IBI in Vitroy,

I'OCT ISO 10993-10-2011 «H3nenuss meaunuHckue. OneHKa OMOIOrHYeCKOro IeNCTBUA MEIUIIMHCKIX
m3nenuid. Yacte 10. MccnenoBanus pa3apakaroniero 1 CCHCUOMIN3UPYIOIIETO ISHCTBHS Y,

T'OCT ISO 10993-12-2015 «3nenns mequnuackue. OieHKka OMOJIOrMYECKOr0 AEUCTBUS MEIUIIMHCKAX
uznenuii. Yacts 12. Ipurotosnenne npod U KOHTPOJIbHBIE 00pa3Lbl»;

I'OCT 31209-2003 «KonreitHepsl s KpOBH M €€ KOMIIOHEHTOB. Tpe0OBaHUS XMMHUYECKOH U
OHOJ0rnYeCcKoi 0€30IIaCHOCTH ¥ METOIbI HCIILITAHHI»;

I'OCT 31870-2012 «Bona nutbeBas. OmnpeneneHUEe COJEp)KaHUS HJIEMEHTOB METOJIaMU aTOMHOMU
CHEKTpOMETpUM» 1I. 4;

I'OCT 4011-72 «Bona nutheBas. MeTo bl H3MEPEHHS MAaCCOBOM KOHIICHTPAIIUN OOIIEro xKene3ay, 1. 2;
I'OCT P 55227-2012 «Boma. Meroasl onpenencHus coaepxanus Gopmanbaeruaay 1. 6.

18. YCJIOBUA DKCIVIYATALIUU, TPAHCIIOPTUPOBKHU U XPAHEHUSA

YcaoBus IKCIIyaTanuu

Temnepatypa okpyxatomeit cpensl: or +5°C ~ 1o +40°C
OtHocurenbHas BIaxHOCTh: 30%~75%
Atmocdepnoe nasnenue: 70kITa—106xI1a

Hacanxu, BXoasiue B COCTaB MEAUIIMHCKOTO U3/IENHsI, YCTOMYMBBI K BO3JIEHCTBUIO TEMIIEPATYPhI OT +32
10 +42 °C u Bo3eHCTBUAM OMOJIOTHYECKUX KUAKOCTEH U BBIJIENICHUI TKaHEeH OpraHn3Ma, ¢ KOTOpbIMU
OHM KOHTaKTUPYIOT B IIPOLIECCE IKCILTyaTalIUH.

Xpanenue

VYcnoBust xpaHeHus: JlaHHoe 0OOpyZOBaHHE JIOMKHO XPAHUTHCS B TOMEIIEHHH C OTHOCHTEIbHOM
BiakHOCTBIO OT 10 10 90%, ¢ atmocdepubiM naBnerneM ot 70 klla no 106 kIla u Temneparypoit -20 °C ~
+55°C.

YcioBuS TPAHCIOPTHPOBKH
1. Bo Bpemst TpaHCIIOPTHPOBKH HEOOXOIUMO U30€raTh YpEe3MEPHBIX yIAPOB H BUOPAIIMH U 00paIIaATHCS C

MEIULUHCKUMU U3JIEIUSAMU C OCTOPOKHOCTBIO.
2. 3ampenieHa TpaHCTIOPTHPOBKA MEIUIIMHCKUX U3ICTHI BMECTE C OTTAaCHBIMH IPy3aMH.
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3. Bo Bpems TpaHCTIOPTUPOBKH HEOOXOAMMO 3AIMUTUTh MEAUIIMHCKUAE U3/ICTUS OT BO3/ICHCTBHSI COJTHIIA,
TIOKIIS WIIK CHETa.

4. OtHOCHUTENbHAS BIIaXXHOCTEL: 0T 10% 10 93%.

5. Atmocdepnoe nasienue: ot 70 klla go 106 klla.

6. Temmneparypa okpyxaromieit cpenst: ot -20°C o +55 °C.

19. TPEBOBAHMS K TEXHUYECKOMY OBCJIYKUBAHUIO
MEJIMLAHCKOT O U3JEJIUS

PeryasipHoe Texnnueckoe 00C1y:KUBaHUE

Arnmapat Xupyprudeckuii ynbrpazBykoBoii Surgery-X LED He moanexut TeXHHUeCKoMy 00CTy>KUBAHUIO
o(uMaNEHBIM CEPBUCHBIM IIEHTPOM.

MenuuuHCKUM IepcoHan NpPOBOIUT €XKEJHEBHbII OCMOTp ammapara M B cilydyae OOHapy)KeHUs
HEHCIIPaBHOCTH oOpamaercss B OQUIIHaIbHBIA CEPBUCHBIHN LIEHTP.

Exennesno IIPOBCPLTC COCTOAHHC allllapara 1nepeca MpoBCACHUEM TCpalluu.

Bcerma mpogepsiite, 9To moa 000pyJAoBaHHEM HET BOJbL Ilepen jnedeHneM MmpoBepsiiTe, HAXOMUTCS JIH
000py/IOBaHUE B UCIIPABHOM COCTOSIHMM U UMEIOTCS JIM B HAIMYUU BCE HEOOXOAUMBIE KOMILIEKTYIOIIHE.

Ecnu B xo11e npuMeHeHust 000py10BaHUs BO3HUKIM Kakue-1100 npo0aeMbl, HE IPUMEHSITE ero.
Ecnu 3tu npoGieMbl BO3HUKIM ¢ 000PYA0BaHUEM, CBSDKUTECH ¢ O(PULIMAIBHBIM CEPBUCHBIM IIEHTPOM.

OOpamaiitecb ¢ JaHHBIM OOOpYJOBaHUEM OEPEXKHO, ACPKUTE BIATH OT MCTOYHUKOB BHOpAIuu,
yCTaHABIUBANTE M XPAHUTE B TCHHU.

He HOI[BepFaI\/’ITe BO3JI€ﬁCTBI/IIO AAOBUTBIX, HICJIOYHBIX, B3PbIBOOITACHBIX U IT'OPIOYUX BCIICCTB.

Ecnu anmapar jumrenbHOE BpeMsl HE MCIONIb3YeTCs, B LEIsIX MPOQMIAKTUKH pa3 B MECALl HA 5 MUHYT
MOJIKJIIOYANTE €ro U MPOMBIBaiTe €ro BooM B pexxume «OUucTKa.

Otkiroyaiite O60py,[[OBaHI/IC OT JJICKTPOIIUTAHUS.

[\ E:xenHeBHO MpoBepsiiiTe HEJIOCTHOCTh Kafes djiekTponuranusi. [Ipu HaIM4YuM moBpexIeHu it
3aMeHHTe ero ApyruM kadenem nutanus \WWoodpecker.

3ameHa npepoxpaHuTeiei

[\ Beik;1I0unTE 000pPYI0BaHHE.

Hpeque 4YEM HPOBOAUTH CIICAYIOIIUC HeﬁCTBHSI MO0 TEXHUYECKOMY O6CJ'Iy>KI/IBaHI/IIO BCErga BBIKJTIOYANUTE
O60py,Z[OBaHI/IC C IIOMOIIIBIO BBIKJIIOYATCIIA U OTKJIIOYalTe OT PO3CTKHU.

BceraBpTe miockuil KOHEI[ OTBEPTKM B MPOpE3b Ha KpBIIIKE MpeloXpaHUTENss HIKE pazbema
AJIEKTPONUTAHUS U UCHIOJB3YHTE €€ B KauecTBe phlyara (Pucynok 1- A);

CHumuTte KpblKy npenoxpanutens (Pucynok 1- B);

OnacHocTh: 3aMeHHUTE NpefoXpaHuTenu. Mcnonb3ylite npe1oXpaHUTENN TaKOro BUAA, KOTOPBIA yKa3zaH
Ha MTHPOPMAIIMOHHOM TabIMYKe CHU3Y OCHOBHOIO 0JIOKa;

BcrasbTe kpbiniky oOpatHo Ha mecto (PucyHok 1- B).
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Pucynok 1

20. TAPAHTUHMHBIE OBS3ATEJLCTBA

Jlo BBITycKa B Tpomaxy, Bce oOopymoBanue Woodpecker MpOXOIUT HMTOTOBYIO MPOBEPKY, HYTOOBI
yOEIUTHCS, 9TO OHO HAXOJIUTCS B pab0YeM COCTOSIHUMU.

Woodpecker rapantupyer, 4To BcS NPOAYKIHS KOMIAHUHM - HEUCIIOJIB30BAHHAS W TPHOOpPETCHHAS Yy
npencraBuTeNss uiau umnoprepa Woodpecker - He uMMeeT TPOM3BOACTBCHHBIX WM MaTepUATbHBIX
IePEKTOB.

Cpoku rapanTuu:

- OAMH 'Ol ¢ MOMeHTa MOKYIIKH - JJIsI OCHOBHOT'O OJIOKa;

- OJH 'O/l ¢ MOMeHTa MOKYIKHY - JJIsl HAKOHEYHHKA C HEOTCOSUHIEMBIM KaOeeM.

B reuenue rapantuiinoro nepuoga Woodpecker 00s13yercs 6€3803Me31HO MPOU3BOAUTE PEMOHT (J1100, IO
CBOEMY YCMOTPEHHIO, 3aMEHSTh ) JTI00bIE, TI0 UX MHEHUIO, HEUCIIPABHBIE AETAH.

[Tonnast 3amena npoaykuun Woodpecker uckirouena.

Woodpecker HE€ HECET OTBCTCTBCHHOCTU 3a IMPUYUHCHUC IMPIAMOIO WIW HCECUPCAHAMCPCHHOI'O BpCla
3A0POBBIO UJIM UMYIICCTBY B CIICAYIOIIHNX ClIydadaXx:

Ecmu O60pyI[OBaHI/Ie HCIIOJIB3YCTCA HC IJIA ueneﬁ, JJIs1 KOTOPBIX OHO NPEAHA3HAYCHO,

Ecmu O60py,HOBaHI/Ie HCTIOJIB3YCTCA B MPOTHUBOPEYHEC C KaKMMU-TTH00 YKa3aHuiAMHU U Tpe6OBaHH5{MI/I,
OIIMCAaHHBIMHU B HACTOAIICM PYKOBOI[CTBC;

Ecimu cucrema 351eKTpONPOBOJKK B IOMEILEHUH, TJI€ MCHOIb3YyeTCsl 000pYyJOBaHUE, HE COOTBETCTBYET
MPUMEHUMOMY CTaHAAPTY U COOTBETCTBYIOIIUM TPEOOBaHUSIM;

Ecnu kakue-m0o cOOpouHble ONEpaliy, paclIMpeHus, HACTPOWKH, M3MEHEHHUS WM PEMOHT OBbLIN
BBINOJIHEHBI TIEPCOHAIIOM, HE YIOJIHOMOYeHHbIM KoMnanueir Woodpecker;

Ecnm ycrnoBust okpy»Karo1iei cpesibl, B KOTOPBIX PACIIONO0KEHO U XPAaHUTCS YCTPOMCTBO, HE COOTBETCTBYIOT
TpeOOBaHUSAM, YKA3aHHBIM B pa3/ielie TEXHUYECKUX XapaKTePUCTHUK.

[Ipu ciydaiiHOM NOBPEXACHUH [TPH TPAHCIOPTUPOBKE, HEITPABUIILHOM HCIIOJIb30BaHUH WM HEOPEKHOCTH,
WY TPY NOAKIIOYEHUN K UCTOYHUKAM MMHUTAHMS, OTIIMYHBIM OT IIPELYCMOTPEHHOT0; TAKKE U3 TapaHTUH
VCKJIFOYAIOTCSI CUTHAJIBHBIE JIAMIIBI HHCTPYMEHTA U BCE IIPUHAIIEKHOCTH.

Ecnu ycTpoiicTBO ObLTO B3JIOMaHO WJIM OTPEMOHTHPOBAHO HEYIOJHOMOYEHHBIM MEPCOHAJIOM, TapaHTuUs
aHHYJIMPYETCS.
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[Ipenynpexnaenue:

I"apanTus nelicTBUTENbHA TOJBKO B TOM Cllydae, €Clid TapaHTHIHBINA TaJloH, MPUIaraeMblid K MPOIYKTY,
ObLT IOJTHOCTHIO 3aM0JIHEH U BO3BPAIICH MTPOU3BOUTEIIO HIIM BalllEeMy IUJIEPY, WIIK UMIIOPTEPY KOMITAHUU
WOODPECKER B teuenue 20 gHell ¢ AaThl TMOKYNKHA W 3TO TMOATBEPXKICHO HAKJIAAHOW / CYETOM-
(bakTypoil, BBLIAaHHON AUIEPOM/UMIIOPTEPOM.

UtoOBl BOCIONB30BATHCSl TAPAaHTUHHBIM OOCITY)KMBAaHHUEM, MOKYIATENb JOJDKEH 32 CBOW CYET BEPHYTH
YCTPOHCTBO aisi pemonTa muiepy/umnoprepy kommanun WOODPECKER, y kotoporo oHo Obu1o
pUOOPETEHO.

YCcTpoiCcTBO ciienyeT Bo3BpallaTh B MOAXOASIIEH yIaKoBKe (BO3MOXKHO, B OPUTHHAIBHON).

YCTpOHCTBO JOMKHO COMPOBOXKAATHCS BCEMHU MTPUHAICKHOCTSIMH U CIIEIYIOIIeH nHpOpMaIue:

1. JTanHbIC 0 BiajeNbIle, BKIIIOYAs €ro HoMep TenedoHa;

2. Undopmanust o gunepe/uMIopTepe;

3. Kcepoxomust HakmagHOM / cueTa-(hakTyphl Ha MMOKYIKY CHCTEMBI, BBIIAHHOTO BIIAACIBILY, C YKa3aHHEM,
MMOMHUMO JIaThl, TAK)KE HA3BaHUsI YCTPONCTBA U €r0 CEPUHHOTO HOMEDA,

4. Onucanue npoOIeMBbl.

TpancropTupoBKa U JH00BIC TOBPEXKICHHS, KOTOPbIE MOTYT BOSHHKHYTh B IIPOIECCE TPAHCIIOPTUPOBKH,
rapaHTHUEH HE MOKPHIBAIOTCS.

WOODPECKER 3asBisier, uto Bce (QyHKIIMU 000pya0BaHUS ObUIM TIIATEIBHO MPOBEPEHBI U PabOTarOT
HOpMaJIbHO. B 0COOBIX YCIIOBHSIX U3-32 HEU30EKHBIX TIOMEX MOXKET UMETh MECTO HEHOpMaJIbHAs paboTa.
B 060opynoBaHuy 35eKTpUYECKast IETb WIH CTATHYECKUE TIOMEXH MOTYT IIPUBECTH K MOSIBIICHHUIO HAa YKpaHe
OeIbIX MATEH. JTO sBIICHUE HE BIMAET Ha padoty Apyrux pynkuuid. Pemenne: OcranoBute 000pyaoBaHue,
HKMUTE MPABYIO BEPXHIOK KJIABHITY HA TTAHEIH TUCILICs, YTOOBI U3MEHHUTh OTOOPAKEHHE DKPaHa, 3aTeM
BEepHHUTECh Ha3zal. TakuMm 00pa3oM MOKHO HCIPABUTh OTOOpakeHwe. Mnu oTkIOUMTE TUTaHHE U
nepesarpys3ure o0opyJ0BaHueE.

Jliig mostydeHus: TeXHUYeCKoM nH(opManuu, CBSKUTECH ¢ IpencTaBuTeneM B Poccuu:
OO0111ecTBO ¢ OrpaHUUYEHHOM OTBETCTBEHHOCTHIO «Maii/lent24» OO0 «Maii/lent24»
Anpec: P®, 125124, r. MockBa, 5-1 yi. SImckoro mofs, 1.7, kopi.2, 3T./mom./kom. 2/1/68
Ten./dakc: +7 (495) 665-79-32

E-mail: info@mydent24.ru
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