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1 [ManpanaHy HycKaynblifbl

1.1 ManpanaHy HycKaynblifbl

Byn nanganaHy Hyckaynbifbl xofapbliga atanfaH RAPID Biomedical GmbH (RAPID Biomedical) eHimiHiH
Geniri 6onbin Tabbinagbl. On ocbl eHiMAi NaganaHaTbiH, opHaTaTbiH HEMECE iCKe KocaTblH TyIFanapfa
apHanfaH. byn eHiMMeH xyMbIC icTey angbliHAa nanganaHy HyCKaynblfblH MYKUSIT OKbIM LUbIFYbIHbI3 KaXeT.
ManpanaHy HyckaynblfblHbIH kaHoam ga Gip Geniri Tycinikcia 6onfaH xarfganga RAPID Biomedical
KOMMaHusACbIHAH KeHec anbiHpl3. byn nanganaHy Hyckaynblfbl eHiMAi naviganaHaTtblH agampapibi
OapnbifblHa apaavibiM KorkeTimai 6onybl Tuic. NanganaHy HyckaynbiFbl ©HIMHIH Ke3 KenreH KewiHri
neciHe/nanganaHyLbICbiHa Gepinyi kaxerT.

1.2 bBenrinep

OHimzaeri kayincisgik 6enrinepi MeH xancelpManapbl TeMeHAae TyciHAipineai.

A CAK BOIbIHbI3

AnpblH anvaraH xafganaa ToeMeH HemMece opTalla fapexeni XapakaTka akenyi MyMKiH KayinTi
Xarpanabl 6ingipeai.

“CAK BOJIbIHbI3” 6enrici keneci anemeHTTEPAEH Typaabl:

Xarpawn Kayinmi xardaliObIH natida 60orybi myparbsl akrnapam.
Kayin-katep Kayinmi »xarOaliOblH andbiH anmayoblH candapbi.
AnpbiH any & Kayinmi xarOaliObiH andblH any macinoepi.

Apampapnbl XXapakaT anyaaH 6acka HaTWXkernepre akeneTiH Kayin-kaTepnep Typanbl xabapaap
eTyre apHarn¥aH aKknapartTbl 6ingipeai.

“ECKEPTTIE” 6enrici keneci anemeHTTepaeH Typaabl:

XKarpan Kayinmi xardalidbiH natida 6osybl myparnsi aknapam.
Kayin-kaTep Kayinmi xxardalidbiH andbiH anmayobiH candapsbl.
AnpgbiH any & Kayinmi xxar0aldbiH andbiH ary macindepi.

Manpganbl KeHecTi HeMece yCbiHbICTapAbl Gingipeai.

1.3 ABTOpPIbIK KYKbIK

PykcaTcbl3 nariganaHy HyckaynbifblHbIH, TONbIK HEMece iwiHapa kewipMeciH xacay RAPID Biomedical
KOMMaHUSACBIHbIH aBTOPIbIK KYKbIKTApbIH Oy3yLbINbIK 60nbin Tabbinagbl.

1.4 JKayankepuwinikTi wekrey

ManpganaHy HyckaynbifbiHAa GepinreH cunaTramanap MeH gepektep 6acnara xibepinreH yakpiTTa gypbIiC
bonbin caHanraH. RAPID Biomedical komnaHuaChl KypbInFbiHbI AypbIC NanganaHbay Hemece pyKcaTCbl3
navganaHy, >xymbiC OapbiCbiHOaFbl kaTernep Hemece nanpanaHy HyckaynblfbiHa, acipece OHAOaFbl
Kayincisgikke KaTbICTbl HyCckaynapra MoH Bepmey HaTwKeciHOe TUreH 3usHFa xayanTbl 60nmanapl xeHe
YWIiHWI TapantapAaH OCbifaH KaTbICTbl TYCETiH wWwarbiMaapabl kadbbingamangbl. byn RAPID Biomedical
KOMMaHuscbiHbIH  CTaHOapTTel WapTTapel MeH TanantapbiHoa (AGB) kepceTtinreH keningik neH
XayankepLuinik LapTrapbiHa acepiH Turizdbeng,.
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1.5 [MManpanaHy HycKaynblKTapbIMeH KaMTamMachbI3 eTy

CD-ROM: lMNariganaHy HyckaynblfbIHbIH OipHeLLe Tingeri anekTpoHablK Hyckanapel 6ap CD gucki
eHiMMeH Gipre xibepinegi. TonbiFbipak aknapat any ywiH elFU napafbiH KapaHbI3;

XKykren any: ManganaHy HyckaynblfbiHbIH GipHelle Tingeri 6apnblk aNeKTPOHAbIK HyCkanapbiH
RAPID Biomedical BeG-canTbiHaH XyKTen anyblHpl3fa 6onagb: www.rapidbiomed.de;

Karaz TypiHgeri Hemece CD pauckiHperi nanganaHy Hyckaynbifbl: [lariganany
HyCKaynbIfblHbIH  KaFa3 TypiHaeri Hemece CD awuckiHperi HyckacbiH RAPID Biomedical
KOMNaHWACbIHAH ANEKTPOHALIK NnoLiTa apKbifbl TeriH cypaTyFa 6onagpl (an. nowTta MekeHxawbl
2-beTTe kepceTinreH). TancbipbicTa 6ackacbl kepceTinvece, HYCKaynblKTblH COHfbl HyCKachbl
TancblpblC KabblngaHfaHHaH KewiH 7 KyH iwiHge >xeTkisineadi. KomkeTimai Tingepai elFU
naparblHaH KapaHbl3.
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2 TManpanaHy

2.1 KypbinfbiHbIH ce3rilTiri

ECKEPTIIE

XKarpan Cesrilw anekTpoHAbIK KypbInfFbiHbI 6arikan yctamay.
Kayin-katep KypbInfbl 3aKbiMaanybl MyMKiH.
AnpbiH any @ Abavinan KeTepiHi3 XXaHe nanganaHbiHbI3.

@ KypblnfFblFa 3UsSH TUri3yi MyYMKIH LLanKkanyra HeMece COKKblnapFa »on 6epmeH;a.
& KypbInfFblHbI TEK KaHa KOPMyCbIHAH yCcTan TacbiManaaHbi3.

@ bekiTinreH kabenbaep MeH avbipnapiblH 0apnbifblH KyTiN YCTaHbI3 XoHe
onapabl KypbINfFbiHbI K6Tepy YLWiH naraanaHbaHpIs.

A CAK BOJbIHbI3

XKarpan KypbinfbiHbl kabenbaepaAeH xaHe/HeMece albipnapAaH ycran KkeTepy.
Kayin-katep KypbinFbl xxaHe/Hemece Backa Aa xabapbik 3aKkeiMAanybl MyMKiH.
AnpbiH any @ KypblnfbiHbl KabenbaeH XoHe/HeMece anbipnapaaH ycTan KeTEPMEH,3.

@ KypblfifbiHbl TyTKanapbliHaH HEMECE HEri3ri KOpryCblHaH yCTan KeTepiHi3.
@ KypblIffblHbl TacbiMangaraHga aban 60nbiHbI3.

2.2 TexHuUKanbIK KbI3MeT KepceTy

Kypbllebl aypbic I'IaVI,qanaHle'lbII'l, Wi TazanaHbIn TypfaH 6onca, OfaH TexXHUKanbIK KbISMET KepceTy Tanan
eTinvenai.

2.3 Cakray

K¥pbl1‘|FbIHbI NnacTtaHy K63ﬂ.epiHeH XXoHe MeXaHUKanblK COKKbl TUeTIH xXepnepaeH anbiCc, Temnepartypachbl
©3repMenTiH XXepae KypFak XaHe cankblH Xepae cakTaHbi3 (9.1 Cunattamanap 6eniMiH kapaHpi3).

2.4 Ecki Kypbinfbinapabl yTunusauusanay

RAPID Biomedical komnaHusicbl ©3 KypbiffFbinapblHblH Eyponanblk  OpakTasbl  9neKkTprik  KaHe
3MNeKTPOHAbIK XabablK KangblkTapblH yTUNuM3auusnayFa KaTbiCTbl epexeneppiH, HopmanapgblH xaHe
3aHAapAblH COHFbI HyCKacbiHa Calikec KeneTiHiH pacTanabl (9.3 benrinep 6enimiH kapaHpI3).

ECKEPTIIE

XKarpan Oypsic yTuUnusauusanamay.
Kayin-katep KopluafraH opTafra 3usiH Turisegi.
AnpbiH any @ Byn KypbinfbiHbl TYPMBICTbIK KOKbICMEH Oipre Tactayra OGonmawnmabl. Ecki

KYPbINFbIHBI YyTUNM3aumanay YLWiH OHbl eHAipyLlire XibepiHia (MekeHxarbl 2-
GeTTe KepCeTinreH).

RAPID Biomedical komnaHusicbl kanTapbinaTblH kanTaMa MaTtepuangapbl MEH ecki
KypbinFbinapabl kabbingangpl.
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2.5 Kypbinfbinapgbl Kautapy

RAPID Biomedical eHimaepiH BipHelle peT nanganaHyra xapanTblH apHavibl KanTamara canbin xibepeai.

KypbinFeinapabl KanTapy XyMbICTapbiIMEH OUCTPUOLIOTOP arHanbicagbl. XKeprinikTi Kbl3MeT KepceTy
ekiniHe xabapnacbiHbI3.

ECKEPTIE |

XKarpan Jypbic kanTamay xaHe/Hemece AypbIC TacbiManjamay.
Kayin-katep Kypbinfbl 3akbiMaanybl MyMKiH.
AnpbiH any @ OHiMai kaTapFaH ke3ge GacTankbl kanTamachl NaganaHbiybl KaxerT.

2.6 KoplaraH opTaHbl KOpfay

RAPID Biomedical komnaHusiCbl 63 KypbInfFbinapbiH a3iprieyaeH eHAipyre xaHe yTunusauuanayra gewiHri
TOnblK UMKNAe KongaHeicTarel EO  aumpexTMBanapbiHbIH - KOpLUafaH OpTaHbl KOpFayFa  KaTbICTbl
epexernepiHe cal apekeT eTeTiHAiriHe keningik 6epeai (9.3 benrinep GeniMiH kapaHpI3).
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3 Jannbl Kayinci3aikke KaTbICTbl HyYCKaynap

3.1 JKannbl aknapat

16Ch Diagnostic Breast Coil kypbinfbicbiH MP xyneciMeH aypbIC XaHe Kayinci3 TypAae navganady YL
KbI3MeTKepnepaiH, TexHukanbelk 6inimre mne 6onein, MP >XyneciHiH nanganaHy HycKaynbiFbIMEH XOFapbl
OeHrerige TaHbIc 6onybl Tanan eTineai.

A CAK BONbIHbI3

XKarpan KypbInfFblHbl OpHATY, 6ackapy, KbI3MeT KepCeTy xoHe/HeMece XeHaey kesiHae AypbIC
nanganaHoay.

Kayin-katep | Empenywii xxoHe/HeMece nanpanaHyllbl xapakaT anybl, KypbliFbl xoHe/HeMece Gacka
Ja xabablK 3aKkbIMaanybl MyMKiH.

AnpbiH any @ KypblnfbiHbl BinikTi MamaHgap faHa opHaTybl TUiC.
& KypbInfblHbl OKbITBINFAH Kbl3MeTKeprep faHa nanganaHybl Tuic.
< [langanaHy Hyckaynapbl MiHOETTi Typae opbiHAanybl THIC.

@ MR >XyMecCiHiH, KOCbIMLIA Kypbiffbinap MeH KOHAbIPFbINapAblH nanganaHy
HycKaynapbiH OpblHAAHbI3.

A CAK BOJbIHbI3

Xarpan Akaynbl MeauuMHanbIK Kypbinfbl

Kayin-katep | Empenyuwi xxeHe/HeMece naigjanaHyllbl xapakaT anybl, Kypbiiifbl xoHe/HeMece Gacka
[a xabablK 3akbIMaanybl MyMKiH.

AnpbiH any &  Op navpanaHy angbliHAa KypbinfFblHbIH TEXHMKAnbIK CeHIMAINIMH Tekcepin, ofaH ke3
XKETKI3YiHi3 KaxeT.
@ KypbinFelga akay 6ap 6onca, oHbl navganaHyra donmangpi.

KypbInfblHbIH TEXHUKAnNbIK CEHIMAINIriH Tekcepyre KopnycTbl, KocbinbiMaapabl (kabenbaepai, yanapapl) xeHe
Bapnblk xxancelpmanapapl Tekcepy kipeai (9.3 benrinep). Ocbl epexe XyMbiCKa KaxeTTi 6acka KypbinFbinap MeH
nanpanaHbinaTbiH akceccyapnapfra Aa KongaHbsinagbi.

Kypbinfbl 3akbiMaanfaH Hemece iCTeH LWbIKKaH >kaFganaa, on Typarnbl KeprinikTi Kbl3MeT KepceTywi ekinre
nepey xabapnaybiHbi3 KaxeT. Tycin kanFaH Hemece 3akbiMAarnfaH >ancelpManapgbl TEK KaHa Kbl3mMeT
KepceTyLi ekin Ty3eTyi Hemece aybICTbipybl THiCc. byn eHimai RAPID Biomedical koMnaHusACbIHbIH, pecMm exirni
FaHa XeHAeyi Hemece e3repic eHridyi kaxeT. 4 KaTe arfaaibl TapayblH KapaHbl3.

BipiHwWi icke KOCkaH ke3fe aHe CblHaK HblCaHblHa GipiHWI peT konaaHyablH anabiHAa KypbinFbiHbIH OYpbIC
XYMbIC iCTenTiHAiriH Tekcepin, Tvicti MP daHToMbIHAA CbiHAK XYPridy apkbifibl KyaTka Tipkenyi kaxet (8.1
©Himainik / canaHbl 6akpinay).

A CAK BONbIHbI3

Xarpgan “CurHan-kegepri’ kaTblHacbl HemMece KeckiH apTedakTinepi apkbinbl kegepri curHanbiH
aHbIKTay.

Kayin-katep | Empenywii xxoHe/HeMece nanpanaHyllbl xapakaT anybl, KypbiiFbl xoHe/HeMece Gacka
Ja xabablK 3aKkbiMaanybl MyMKiH.

AnpbiH any @ Op nanganadHy angblHAa KypbUFbIHbIH OYPbIC XYMbIC iCTEWTIHAINHE KO3 XEeTKi3yiHi3
KaxeT.

< Byn KypblfFbiHbIH OYPbIC JKYMbIC icTeMeil TypFaHbl GalikanfaH Kkesfe, OHbl
nanganaHyfbl TOKTaTy Kepek.

& KypblﬂFblel OKbITbIJTFaH Kbi3MEeTKepIiep faHa naﬁnanaHybl THic.
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Tek KaHa HycKkay 6omMbIHIIa narMaanaHy — “Tek KaHa R ”

Kenbip engepaiH 3aHgapbiHaa 6yn KypbinfbiHbl TEK AdpirepdiH, TancbipbiCbl 60MbIHLLIA
Hemece KypbliffFbiHbI ManganaHatblH He OFaH TancblipbiC OepineTiH enaiH, 3aHaapbiHa
cankec nuueHsusacel 6ap 6acka ke3 kenreH TepaneBT cunaTTaraH atay OombiHLLIA caTyFa
faHa pykcaT eTinegi. byn KypbInfbiHbI NMLEH3nsACkl 6ap TepaneBTepre faHa Hemece
nuueHsusicbl bap TepaneBT OenrinereH xafganga Hemece OHbIH 6acka Aa TancbipbIChl
OoVibIHLLIA FaHa caTbin anyFa pykcaT eTineg,.

3.2 KonpaHy asicbl

KypbinFel 5 KypbinFbiHbIH cunatTamacel 6eniminae kepcetinreH MP >xyineciveH Gipre namganaHy yuliH

a3ipneHreH.

93/42/EEC ampextunBachbiHblH 12-6abbl 6onbiHWa EK manivaemeciHe ceikec, byn
KYPbINFbIHBI TEK KaHA KOPCETINreH KypbinFblnapMeH Gipre nanganaHyra pykcaTt eTineg,.
KypbInfFbiHbI TidiMae kepceTinmereH 6acka KypbinfbinapMeH Gipre naiganaHy - oHbl
MakcaTblHaH TbIC NanganaHy XxaHe KonaaHy MakcaTbiH ernemey 6onbin caHanagbl. byn
KeninAikTiH, KyLWiH Xos4bl.

A CAK BOJbIHbI3

Xarpan Kypbinfbl nanganaHy makcaTblHa Calkec navganaHbinMabl.

Kayin-kaTep Empenywi >xeHe/Hemece namaanaHyllbl XapakaT anybl, KypblFbl XoHe/Hemece
Hacka ga abaplk 3aKkbiMaanybl MyMKiH.

AnabiH any @ Kypbinfbl TeK KaHa NarnganaHy MakcaTblHa Colkec nanganaHblnybl TUiC.

CoHbIMeH kaTap, MP xyiheciHiH, HyckaynapbliH Aa opblHAAYbIHbI3 Kepek.
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3.3 PX xiGepeTiH kaTywKanap TeHAipeTiH Kayin

A CAK BOJbIHbI3

XKargan KypbInfbiHbl OHbIH Xibepy dhyHKUMANAPLIH ecenke anman nanganaHy, Mbic.:
o KypbInfFbiHbIH XXyMbIC ayMarblHAa 3MeKTp KyaTblH ©TKi3rilw matepuangap 6ap.
o Empenywi geHeciHin 6ip Geniri Tmin Typ.
o Kypbinfbl, COHbIH iWiHae Kabenbaep Tepire Tikenemn Tuin Typ.
o Kabenbaep xorapbl XWinikTi TyMbIK opamaap >xacangbl.
o Xanfarblw kabenbaep KypbnFbiHbIH PXK epiciHge opHanackaH.
o PX xeHe OKI cbimaapbl opanbin KanfaH.
o OKI anektpogTapbl MeH kabenbaepi naganaHbinatelH MP 3epTTeynepiHe
MakyngaHbaraH.
o KypbinfbiHbl NaganaHy 6apbicbiHaa 6acka KypbinFbinap, (kadbingayLbl)
KaTylukanap Hemece kabenbaep axbipaTbiiFaH.
Kayin-katep | EMaenywi KaTTbl bICTbIKTbI CE3iHYi XXoHEe/HEMECE XKOFapbl XUINIKTEH KyWiK anybl MyMKiH.
AngplH any @ Metann 3atTapabl anbin TacTaHbI3.

@ CbIMaapablH opanybliHa xon 6epmey yLlliH emMaenyLliHiH OpHanacyblH/OeHe KyWiH
(acipece asikTapbl MeH KONAapblH) TEKCEPIHi3/Ty3€EH3.

@ KypbInfFbiHbIH, Tepire Tikenen TuiHe xon GepmeHi3. Emaenyili MeH KypbinfbIHbIH
6eTi, CoHbIH iWiHAe kabenbaep apacbiHAa 6oc apanbikTbiH 60MNyblH KaMTamachi3
€TiHi3.

@ KabGenbaepaiH OafFbiTTanyblH TeKCepiHid/Ty3eHi3. Kabenboepai xanfafaH kesge
onapAblH opanyblHa on 6epMeHi3/TyniHaEepiH LWeLLiH|3.

@ Kabenb KypbinfbiHbIH P2K epiciHae BafbiTTanMaraHbiHa KO3 XKeTKi3iHi3.

@ PX xoHe/Hemece OKI cbiMaapblH XarnfaraH ke3ge onapablH opanyblHa oI
OepMeHi3/TyhiHAEpPIH LWeLliH;j3.

& MP KypbINfFbICbIHLIH, 8HAIPYLUICI MakynaaraH Hemece YCblHFaH akceccyapnapabl faHa
narganaHbIHbI3.

@ 3epTTey angblHOa axblpaTbiifaH  KypbinfFbinapdbl, KaTylkanapgbl — Hemece
kabenbaepai anbin TacTaHbl3.
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4 Karte xargaubl

4.1 KaTteHiH KepceTinyi
Kypbinfblaa kaTeHi kepceTeTiH nHamkaTop xok. Onepatopnap kaTeHi aHblKTayablH 6acka xxongapbiHa
cywnenyi kaxeT. OcbiFaH 6annaHbICThl Orlap Keneci apekeTTepAi opblHAAYbI KEpPeK:

¢ MP xylieciHiH KaTe Typanbl aknapaTtblH TypakTbl Typae kagaranay

e KYPbIFbIHbIH XXYMbICKA >XapaMAblNbifblH (MbIC., 3€pTTeyAiH KyTnereH HaTwxenepiH, MP keckiHi

canacblHbIH HallapnaybiH, T.6.) Tekcepin oTbIpy
4.2 KarteHiH nanaa 6ony wapTbl

OHIMHIH TUICTi NanganaHy HyckaynblfbiHa can peTTenin, NnanganaHbinfFaHbiHa Ke3 XeTKi3iHi3. backa kes
KenreH xafganaa »eprinikTi KbI3MeT KepceTyLUi eKingeH KeMeK cypaHbI3.

A CAK BONbIHbI3

YKarpan KypblInfbl 3aKkbiMaanfaH HeMece iCTEH LUbIKKaH.

Kayin-katep | Emaenywi xxeHe/Hemece navaanaHylubl xapakaT anybl, Kypbiiifbl XxoHe/HeMece Gacka aa
*abOblK 3aKbiMaanybl MyMKiH.

AngbiH any @ 3akblMOarnFaH xaHe/Hemece ICTEH LUbIKKaH xaraanaa byn KypbinfFbiHbl NanganaHyra
6onmanabl. [lepey xeprinikti KbI3aMeT kepceTy ekiniHe xabapnaHbi3.

A CAK BOJbIHbI3

XKarpan 3akpimpanFaH XeHe/HeMece iCTEH LUbIKKAH KYPbIUFbIHbI PYKCATCbI3 XXeHaey.

Kayin-kaTtep Empenywi xxeHe/HeMece NanganaHyllbl xapakaTt anybl, Kypbinfbl xxeHe/HeMece Gacka
[a xabOblK 3aKkbIMaanybl MyMKiH.

AnpabiH any @ Bbyn eHimai RAPID Biomedical koMnaHUACbIHbIH, pECMM OKiNi FaHa >XeHaeyi KaxeT.
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[l Genim OHiM Typarnbl aknapar
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5 KypbinfbiHbIH cunaTTamachl

16Ch Diagnostic Breast Coil (3.0 T 16Ch Diagnostic Breast Coil) kypbinfbicbl MarHuTTik pe3oHaHc (MP)
XymecimMeH namganaHyra apHanfad. Katywka MP >xyheciHiH OeHere apHanfaH katywkacbiveH (BC)
ynnecimai Typae KyMbIC icTeyre apHanfaH, on paguoxuinikti (PXX) maruuTTik epictepi meH cytek (1H)
AO0POCbIH TyAbIpbIN, OCbiNanwa, kaTylwka TyblHAaFaH sgpofaH HaTwxkeciHAe wbiFatblH PXX curHanbiH
kabbingan anagbl. KaTylwka keyaeHiH >xofapbl axblpaTbiMAbINbIKTbl PXX 3epTTeyiHe apHanfaH Tek kaHa
KaObinaarblll KaTyliKa peTiHAe XacarfFaH.

KaTtylwka kopnycbiHblH, 6eTi aHaTOMUANbIK 3epTTey aMarbiHa Xakcbl 6eriMaeny yLliH MabICTbIpbINFaH.
KaTywka Tek kabbingay kblaMmeTiH aTtkapagpbl (RX) xaHe KipicTipinreH Wwybinbl a3 angbliH ana KywenTkiwi
mMeH GE 3.0 T MR Systems KypbinfbiCbiHbiH, KOHHekTOpbl 6ap 16 Tayencia 6Gip opamgpl KaTyLika
anemeHTTepiHeH Typaabl. Katywka 3,0 T (127,7 ml'u) maHiHgeri napmop >xuminiri 1H KypanTbiH KanbinTbl
KeyZle XyKTemeciHe GanTanfaH oHe CalKecTeHfipinreH. Opbip opamM anemeHTiHe TapkaTy TisbekTepi
eHgipinreH, onap PX ko3gblpywbl uMmnyneciH TacekiMangay OapeicbiHaa MP  xyneciHiH OeHe
KaTyllkacblHaH TapKkaTblfyblH KamTamacbld eTefi. KaTywka 3epTTeneTiH aHaTOMUANbIK anMakTbiH
BipKaKTbl XKeHe eKibkaKTbl KECKIHOEPIH (CONM XakK, OH, XXakK XXaHe eKeyiH ae) xacanabl.

5.1 KonpaHy kepceTiniMmaepi, Kapcbl KepceTinimaep, KopLwwaraH opTta

Konp‘aHy KepceTiniMﬂepi 16Ch DiagnOStiC Breast Coil KYPbIIFbICbl GE 3.0T MR SyStemS
XyWeci  yWwiH  OuMarHoCcTUKanblK  KeCKiH  KypyFa  apHanfaH
KYPbISFbICBIHBIH KOHAbIPMAachk! peTiHAe nanganaHbinbin, KenaeHeH,
caruTTangpl, KOpoHangpbl XXeHe KuFall KecKiHAep, CNEKTPOCKOMNUAbIK
KecKiHOep >keHe/Hemece CMeKTpriep Kypyfa, KeyaeHiH iluki
KYPbIfbIMbIH KepceTyre apHanfaH.

Byn keckiHaepae OKbITbiiFaH TepaneBTTiH AuMarHo3bl aHblKTayblHa
KemeKTeceTiH aknapaT KaMmTbinagbl.

Kapchbl kepceTinimaep 16Ch Diagnostic Breast Coil kypbinFeicel GE 3.0 T MR Systems
XYWECIHIH Kapcbl kepceTinimaepiH esrepTnenai.

KongaHbic Keyne

KongaHbinatblH 6eniwekrep KaTywka kopnycel MeH GaprbIK xacTbiKLanap

MP >xyneci GE 3.0 T MR Systems

O©pic kyaTbl By 30T

1H geHe kaTywkacslH nanganaHy | kaxeT (1H ko3gbipybl)

5.2 XeTKi3iniM XUbIHTbIFbI

KypbinFeiMeH Bipre keneci kypamaacrap xeTkisineai:
GE 3.0 T MR Systems ywiH
e 3,0 T 16Ch Diagnostic Breast Coil (GEHC 6enwek Ne5772248-2)
» 16Ch gnarHocTukanslk keyae, 6ac cymnerii
» 16Ch gnarHocTukanbIK Keyae TeceHili
* 16Ch anarHocTukanblK KuFaLl keyae X)acTblKLwachl
e elFU napafbl
» bipHelue Tinaeri nanganaHy HyckaynapblHbIH, 3NeKTPOHAbIK HyCcKackl 6ap biKwam AUCK.
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5.3 Kypbinfbifa wony

1-cypem: 16Ch Diagnostic Breast Coils ynaici

16/ 34



RAPID Biomedical GmbH

6 bBipiHwWi peT icke KOCy XXdHe KauUTa icKke Kocy

6.1 JKannbl Hyckaynap

KeTkisdyneH, KbI3MeT KepCceTy HeMece >xeHOeyaeH keliH OipiHWi peT icke Kocy angblHAa KYpbIiFbiHbIH
TEXHUKanbIK CeHiMAiNiriH Tekcepin anbiHpI3.

ECKEPTIIE

XKarpan KypbinFbl TeMnepaTtypara 6erimgenmert icke Kocbingpl.

Kayin-kaTep Cy koHZeHcaTblHaH KypbInfFbIHbIH 3aKbiMaanybl.

@ KypbUnfblHbl OpHATy >8He OipiHWI icke KOCY JKYMbICTapbl OHbIH LK
Temnepatypara OewimaenyiHeH KeWiH faHa opbiHAanybl Tuic. KantamapgaH
WbIFapbInFaH KypbInfFbiHbI iCke KOCY angblHa OHbl NavipanaHbinaTtelH 6envene
24 caraTka KOWbIHbI3.

@ KypbinfblHbl NavganaHyFa pykcat eTinetiH opTaHel 9.1  CunaTtamanap
TipkeMeciHeH KapaHbI3.

AnabiH any

6.2 CanbicTbipMansl CiHipy KyaTbiH (SAR) kaparanay

Byn kypbinfbiga 6Genek canbiCTbipManbl CiHipy KyaTblH (eMAenyLliHi Kopray) Hemece Makcumanpl
KonpaHbinaTblH opTalwa kBaapaTTblk PX kyaTblH kagaranay (KOMMOHeHTTi kopfray, 9.1 Cunattamanap
OenimiH kapaHbI3) MymkiHAiri koK. OHbl MP xyneci ckaHeprney GapbiCbiHO@ Makcumangbl opTalla
kBagpaTTblk PXX KyaTblH kaaaranay xeHe LueKTey apKblfbl opbliHAaNab.

Makcumangpl optawa kBagpatTelk PXK kyaTbl Toyengi 6onbin Tabbinagbl xaHe MP XyMeciHiH, kaTylika
KOHUrypauudacel annoiHaa adblikTanagsl. [Aypbic KongaHblfFaH canbiCTbipMarnbl  CiHIpY  KyaTbiH
ecenteyre apHanfaH eHridinim RAPID >yieciHiH, kaTywka KoHdurypaumacbl gavnbiHAa aHblKTanfaH
KaTyllKaFa KaTbICTbl MapameTp XoHe COHbIMEeH KaTap eMAenylwiHi Tipkey kesiHoe narganaHylbl
uHTepdEenciHe eHridinreH emaenyulire KaTbiCTel NapameTprep 6onbin Tabbinagbl.

CanbicTbipMmansl CiHipy kyaTblH (SAR) kagaranaygblH OypbIC KYMbIC ICTEMTIHAirHE €63 XeTKidy VLUiH
KaTywka wudpnadbin, MP xyieciHe xanfaHFaH kesge aHblkTanagbl. KatywkaHbl xanfaraH kesge, MP
Xyweci Oyn oapekeTTi aHbIKTaWabl >Xa8He TUICTi KOHdurypauus dannbiHaa OepinreH napameTpnepai
opHaTagbl. byn mexaHu3m apkpifbl emaenyLli MeH KaTyLlKa 3aKkbIMHaH / Oy3binyaaH Kopranagpl.

A CAK BOJbIHbI3

Xarpan MaiiganaHy HyckaynblfblHa COMKeC xanFaHbaraH KypbliFbIMEH 3epTTeY XKYprisy.

Kayin-katep Empgenywi >xeHe/Hemece nanpanaHyllbl >xapakaT anybl, Kypblfbl XoHe/Hemece
Hacka ga xabablk 3akbiMaanybl MyMKIH.

AnabiH any & Kypbinfbl nanganady HyckaynblfbiHAa KOPCeTInreHAen xanraHybl KaxerT.

@ MP >XyMeciHiH nanganaHy HyckaynbifblHOa OepinreH >xamnfayfa KaTbICTbl
HyCKaynapAbl OpblHOAHbIS.

@ 3epTTeydiH anabiHaa 6apnbik CbiMAAPAbIH, XKarnfaHFaHbIHA KO3 XeTKI3iHi3.

@ KaTtywka meH MP xylieci apacbiHOaFbl KOCbINbIMHbIH AypbiC OomnFaHbiH ap
3epTTeyaiH angbiHaa bargapnamansik KypangbiH nanganaHyLbl
UHTepdEeNCiHEH TeKCePY KaxeT.

@ KaTywka MmarHuTTiH iwiHae Gonbin, MP >xyheciHeH ablipaTbliFaH >karganga

3epTTeynepai opbiHaayra 6onmanabl. AxblipaTbifiFaH KypbiFbIMEH KaHAawm ga
Oip 3epTTey xyprizyre 6onmanbi.
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7 KanbIinTbl nanganaHy

7.1 KypbinfbiHbl OpHanacTbIpy

16Ch Diagnostic Breast Coil kypbinfbicbiH () GE MR-System xylieciHiH, emaenyLlire apHanfaH ycteniHe
6ac cyneriwimeH (b), TeceHilwneH (C) xaHe kuraw xacTblkwameH (d) Gipre opHanacTbipbiHbi3. GE MR-
System xyieciHe KonaaHbINaTbiH Keneci CypeTTi KapaHbI3.

KapaTbin, kufaw >xacTbikwaHbl MR-System »yieciHe kapaTbin OpHanacTblpy KaxeT

16Ch Diagnostic Breast Coil kypbinfbickl 6ac cyineniwiH MR-System xyineciHe Tepic
€KeH[irNH eckepiHia.

GE GEM ycmeni 6ap MR-System xytienepi, Mbic.
GE Discovery MR750w - GE SIGNA Architect:

2-cypem: 16Ch Diagnostic Breast Coils KypbinfbicbiH Keyde kamyuwkacbiHaH (a), 6ac cyleeiwiHeH (b),
meceHiwmeH (C) xoHe Kuraw xacmbikwadaH (d) mypamsiH GEM emOenywi ycmeni 6ap GE MR-System
XXyleciHe opHamy.
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GE GEM emec ycmeni 6ap MR-System xytienepi, Mbic.
GE Discovery MR750 — GE Discovery MR750w:

3-cypem: 16Ch Diagnostic Breast Coils KypbinrbicbiH GEM emec emOenywi ycmeni 6ap GE MR-System

XyleciHe opHamy.

GE Xannak ycmeni 6ap MR-System xyUienepi Mbic.
GE SIGNA Pioneer - GE SIGNA Premier MR-Systems:

A

4-cypem: 16Ch Diagnostic Breast Coils KypbinfbiCbiH xannak emOenywi ycmeni bap GE MR-System

XyleciHe opHamy.

19/34



RAPID Biomedical GmbH

GE SIGNA PET/MP xytienepi:

5-cypem: 16Ch Diagnostic Breast Coils KypbinrbicbiH GE PET/MR xylieciHe opHamy.

OHiMai empenywiHiy ycTeniHe opHaTkaH ke3ge, 6ac cyweriwi >kakTayblHblH aCTblHFbl >KafblHAAFbI
opHanacTblpy TeTikTepi emaenywi yCTeniHiH, asK >XakTafbl LeTiHAe opHanackaH OWMbIKTapfa KipreHi
kaMmTamacbI3 eTiHi3. Ocblnanwa, 6ac cymeriwi kaxxeT GorFaH Ke3fe Kosfanbin keTnenTiH 6onaabl. 16Ch
Diagnostic Breast Coil KypbinfFbicbiH emaenyLliHiH, ycTeniHe oOpHanacTbIpbin, KaTyllka KOPMYCbIHbIH,
aCTbIHFbl XafblHOAFbl OpHaNacTbIpy WTUGTTEPIH Bac cyMerilwi xakKrayblHOaFbl iNMMeKTepaiH, weTTepiHe
KipridiHiz. Ocbinaviwa, KaTyLlKa Ko3farbin KeTnenTiH 6onagpl.

A CAK BOJbIHbI3

Xarpan Kypbinfsl PET curHaneiH Hawapnartagbl.

Kayin-katep PET curHanbiHbIH HalwapnayelH Ty3eTy (AC) napameTpi gypbic 6onmai, kate
OnarHocTuKa HaTuxernepiHe akenyi MyMKiH.

AnpbiH any @ OppanbiMm PET HawapnayblH Ty3eTy napameTpiH KOnaaHbIHbI3.

= KypbinfblHel PET [OeTeKTOpbiHbIH cakuHanapbiHa KaTbiCTbl AYPbIC Kepre
opHanacTbIpy YLWiH ocbl xepae GepinreH HyckaynapAbl OpblHAaHbI3.
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7.2 EmpenyuwiHi opHanacTtbIpy

EmpenyuwiHib asfbiH anFa kapatbin, 16Ch Diagnostic Breast Coil KypbinfbiCbiHa €TNETIHEH XaTKbI3bIHbI3.
1. Emgenywini kannbel opHanactblpy VwWiH 6ac CcyWeriwiH, TOCEeHIWTi XoHe KWfal XacCTbIKLWaHbI
KonaaHbIHbI3.
2. EmpgenywiHiH QeHeciH kaTylwkara opHanacTblpbin, 8pbip emweri (Hemece 3epTTeneTiH emLeri)
KaTyLLUKaHbIH, COJ XaK >X8He OH, >XakK OMbIKTapblHAa opTara KENTipy KaxeT.
a. EmpenywiHii 6ackl MeH asiFbl gypbIC GaFbITTanbin, emMwek(Tep)i Tikenen onblKTapablH YCTiHAE
OonFaHblHa KO3 eTKi3iHi3.
b. Emwek(Tep)aiH onbiKKa eL keaeprici3, epKiH TYCyiH KaMTaMachl3 eTiHi3.
c. AngblH ana TycipinreH KeckiHOepAe keyae KanbinTaH Thic GOonbin KepiHce, eMOenyLuiHiH,
OopHanacyblH KanTa TeKCepiHi3.
3. EmpgenyLiiHiH Kongapbl AEHECIHIH, XaHbIHAA (Kongap TOMEH KapaTbifiFaH Kyinae) opHanackaHbl ayphbic.
4. EmagenyLiHiH 6acbl MEH MOVHbI biHFaWnbl XaTybl YLWiH 6ac cyweriwiHiH opHanacy KannblH peTTeH;i3.

GE MR-System xyweciHe kongaHbinaTtblH Keneci cypeTTi KapaHpl3:

GE GEM ycmeni 6ap MR-System xyuenepi, mbic. GE Discovery MR750w - GE SIGNA Architect:

A

6-cypem: 16Ch Diagnostic Breast Coils KypbinrbicbiH GEM emOenywi ycmeni 6ap GE MR-System

XyleciHe opHamy.

GE GEM emec ycmeni 6ap MR-System xytenepi, mbic. GE Discovery MR750 — GE Discovery MR750w:

Y

A

7-cypem: 16Ch Diagnostic Breast Coils KypbinreicbiH GEM emec emdenywi ycmeni 6ap GE MR-System

XytieciHe opHamy.
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GE Xannak ycmeni 6ap MR-System xyuenepi mbic.
GE SIGNA Pioneer - GE SIGNA Premier MR-Systems:

2

8-cypem: 16Ch Diagnostic Breast Coils KypbinfbiCbiH xannak emoenywi ycmeni 6ap GE MR-System

XyleciHe opHamy.

GE SIGNA PET/MP xytenepi:

A

9-cypem: 16Ch Diagnostic Breast Coils KypbinssiceiH GE PET/MR xyteciHe opHamy.
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EmaenywiHi MP xyWeciHiH nsoopTtanbifbiHa OpHanacTbIpbiHbI3

1. KypbInfFbiHbl eMaenyLliHiH, HyKTenepiH Oenrineyre apHanfaH naseprnik Typanafbill LlamaapMeH

Typanay YLWiH, KaTyllka KOPMYCbIHbIH €Ki XafblHOa KamnbinTanfaH OpHanacTbipy >XonakTrapbliH
KongaHblHbI3

2. EmgenyuwliHiH ycTeniH akpipbiHaan MP xyineciHe KiprisiHis

10-cypem: 16Ch Diagnostic Breast Coils KypbiifbICbIHbIH KamylKa KOpryCblHOa KarnbinmarraH

OPHarsiacmbIpy >Kosiakmapabl.

A CAK BOINbIHbI3

XKarpan EmMaenyLwiHiH TepiciHe KypbUTFbIHbIH, Y3aK YakbIT TUIN Typybl.

Kayin-kaTep TepiHiH TiTipKkeRyi.

AnpgbiH any & TwWicTi TeceHiwWTepadi HeMece MaTaHbl NanganaHblin, eMaenyLwiHii KypbifbiFa
TUIOIHE 0N 6epMeH;3.

EmaenywiHiH TepiciHe KypbInfblHbIH Y3aK yakbIT TN TYPYbl HOTUXKECIHAE Tep WbIFYbl MYMKIH. Tep anekTp
TOFbIH ©TKI3riw 60onbin Tabbinagbl, SFHW, 9AeTTe eTKi3ril eMec 6onbin caHanaTbiH MaTepuangap PXK
KyaTbIH CIHIipYi MYMKiH.

A CAK BOIbIHbI3

Xarpan EmaenyLliHiH TepiciHe KypbInfFbIHbIH Y3aK yaKbIT TUIN Typybl.

Kayin-kaTep YKorapbl XuinikTeH Kymnik any.

AnpbiH any & TwWicTi TeceHiwWTepdi HeMece MaTaHbl NanganaHblin, eMaenyLwidii KypbifFbiFa
TUIOIHE 0N 6epMeH;3.

7.3 MP xymneciHe xanfray

16Ch Diagnostic Breast Coil kypbinfbicbl ekiHwi yuibl GE P-Port koHHekTOpblHa >anFaHaTbiH 6ip
Xanfarbll kabenbmeH xababikTanagbl. byn KOHHEKTOp emaenylli yCcTeniHiK asik >xafblHaarbl 4-yslblkka
XanfaHybl kaxeT. Ne1 xxeHe 2-yslWwbIKTapabl nanganadyra 6onmangbl.

4-ysuibikka xanfaraH coH, GE P-Port koHHEeKTOpbIHbIH KynbinTanfaHblHA KO3 XEeTKi3iHi3.

Xanfan 6onfaHHaH keniH kaTywka Genme iwiHgeri onepatop koHconiHae (iIROC) aHbiKTanagbl xaHe
KepceTineai.

MP 3eptTeyiH 6actaman Typbin, GE MR-System xylieciHiH nanganaHyLibl MHTEpdENCIHAET KaTyLUKaHbIH
KoMblHAbICLIH Tekcepini3. Coil Components (KaTywka komnoHeHTTepi) TidimiHeH 16Ch Diagnostic Breast
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Coil kypbinfeickiH Tanaan, Coil Configuration (KaTyLika koHUrypaumscel) TisiMiIHEH KaXXeTTi KaTyLuka
KOH(UIrypaumsiCbiH TaHOaHbI3.

Katywka Coil Components (KaTtylwika koMnoHeHTTepi) TisiMiHae kepceTinmelnTiH 6onca, Aemek on aypbic
XanfaHbaraH. ByHpaw xafganaa kaHganm ga 6ip 3epTTey XKypridyre ThilibiM canblHaAbl.

A CAK BONbIHbI3

Xarpan MarganaHy HyckaynblFblHA CONKEC XXarnFaHbaraH KypbInFbIMEH 3epTTeY XYprisy.

Kayin-katep | Emgenyuii xsHe/Hemece NaiganaHyllbl apakaT anybl, Kypbinfbl xeHe/Hemece Gacka
Aa *abablK 3aKkbiMaanybl MyMKiH.

AnpbiH any & KypbUifbl nanganaHy HyckaynbifbiHOa KepceTinreHaen xarnraHybl Kaxer.

@ MP xyWeciHiH namganaHy HyckaynbifbiHOa ©OepinreH >kanFayfa KaTbICTbl
HycKaynapabl OpblHOAHbI3.

@ 3epTTeyaiH anabiHAa 6apnbik CbiMAapablH, XKarnFaHFaHbIHa KO3 XeTKi3iHi3.

@ Kartywka meH MP >xyiWeci apacbiHOafbl KOCBINbIMHBIH, Oypbic OOMfFaHblH 8p
3epTTeyaiH angeliHaa Gargaprnamanslk KypaniblH, nanganadylbl MHTepdenciHeH
TeKcepy KaxerT.

@  KaTywka MarHuTTiH iwiHge 6onbin, MP >kyneciHeH axblpaTbifiFaH >Xarganga
3epTTeynepai opbiHaayra 6onvanabi.

OHimai nariganaHy ywiH 6ip HeMece BipHelle KOCbIMLLA KypbirnFbl KaxeT 6ornca, onapablH 6apnbifbiHbIH
nanganaHy HyckayrnapblH OpbIHAAHbI3.

A CAK BOJbIHbI3

XKarpan MP opTackiHga navganaHyra kayinti 6onbin TabbinaTbiH HEMECe KypbinFbIMEH
nanganadbinysl MakynaaHbaraH xabapikrapapl nanganaHy.

Kayin-katep | Emaenyuii xaHe/HeMece nanganaHylubl )kapakaT anybl, Kypbinfbl xxoHe/HeMece backa
Ja xabablk 3aKkbiMaanybl MyMKiH.

AnpbiH any @ MP opTacblHOa nNavganaHyfa kayincia keHe KypblnFbiMeH Oipre narpanaHbinybl
MakKynAaHfaH xabaplKTapabl fFaHa nanganaHbiHpI3.

A CAK BONbIHbI3

Xarpan KaTywkaHbl xxankaHaa >xaHe/HeMece MarHUT TyHHEnIHe KiprisreH Kes3ae eMaenyLuiHi Kbicy.

Kayin-katep | Emaenyuwi xsHe/Hemece nainaanaHylubl )kapakaT anybl, Kypbisifbl xaHe/Hemece 6acka
[a xabOblK 3aKkbIMaanybl MyMKiH.

AnabiH any @ KaTywkaHblH, GenwiekTepiH Ko3fraraH4a, opHanacTblpraHaa xaHe OekiTkeHae aban
6onbiHbI3.EMaenyLwiHiK ycTeniH akbipbiHaan, 6asy XbUDKbITbIHbI3.

7.4 KaTtywkaHbl axblpaTy
MP >xyreciHiH HyckaynbifrbiHOa 6ackackl kepceTinMece, enuwey/3epTTeyaeH KewiH KaTyllKaHbl nanganaHy
OPHbIHAH arnfaH Ke3ae Keneci apekeTTepai OpblIHAaHbI3:

1. MP xyweciHiH 6ackapy naHeniHoe MP enwem(gep)iH xacaHpis;

2. EmpenywiHiH ycTeniH MarHuT TyHHenNIHeH WblFapblHbl3;

3. KaTtyuwkaHblH MP >xyneciHe x)anfaHfaH cbiMAapblH aXblpaTbiHbI3.

KypbInfbiHbl XaHe KaxeT 6onFaH xargaaa 6apnblk kocankbl KypbinFslnapabl nanganaHFaHHaH
KeniH GipgeH Tasanan (7.5 Tasanay xoHe pgesuHdekuuanay 6GenimiH kapaHbi3d), 6apnbik
KypamaacTapbl MeH XarncblpManapblHbIH TYTacTbIfbIH TEKCEPIN anfaHbIHbI3 KeH.
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7.5 Tasanay xaHe ae3nHdeKkuuanay

Tasanay

KypbInfbiHbIH, TUIMAI Ae3nHdeKunananybl yWwiH OHbl MIHAETTI TypAe Tasanay kaxeT. Tasanay AgereHimis -
WaH, ToMblpaK aHe kaH, OeniHeTiH 3aTTap, capbl Cy X8He MMWKpoaF3anap CUSIKTbl OpraHuKarblk
MaTepuangapabl usmkanslk Typae keTipy. Tasanay kesdiHOe Mukpoarsanap envenfi XeHe >kan faHa
KeTipineai. Tasanay npouegypachl Cy, XYFbll Kypangap >XeHe MexaHukanblk apekeTTephiH kemeriMeH
opblHAanaabl.

A CAK BOJbIHbI3

Xarpan Dypbic emec Tasanay egictepi.
Kayin-kaTep Akaynbl MeguuuHarnbIkK KypblfFbl
AnpbiH any & [lykeHge caTbinaTblH  XyMcakK Tasanafblll  Kypangapibl faHa CymeH

apanacTbIpblirn, eHAIPYLUiHIH 6epreH HyckaynapbiHa cav nanganaHbiHpI3.
@ XymMmcak, cynbl wybepekTi KongaHbiHbI3. KypbinfFbiHbI CyMbIKTbIKKA bGaTbipyra
Sonmangbl. lWwiHe CyMbIKTLIKTbIH KipMeYiH KamTamacbI3 eTiHi3.

< Bosiyabl HEMece KoprycTbiH MaTepuanaapbliH 3akbiMaaybl MyMKiH KaTTbl HEMece
abpasuBTi TazapTKbILL Kypandapabl nanaanaHoaHbI3.

HesuHekyusnay
HesnHdekunsnay gereHivia - aypy TyablpaTtbiH MUKpoar3anapabl 6enTapanTay.

Byn Kypbinfbl Ae3nHdeKUmMsarFa KaTbiCTbl MaHbI3AbINbiFbl TOMEH MeauumHanblK eHiM 6onbin Tabbinagbl.
Con cebenTeH opTalla HeMece TeMeH AeHrenaeri Ae3uHdekLmsa Tanan eTinegi.

RAPID Biomedical komnaHusicel opTawia pJspexeni ©OakTepuuuaTi (COHbIH iWiHOe
MukobakTepusl), PyHrMUMATI xaHe BMPYLUUATI Ae3uHdeKumsanay KypanbliH nanganaHyra
yCbIHbIC Gepegi. (MbIC., Medipaf") Chlorhexidine Wipes; Bacillof’ Wipes; Kohrsolin® FF
Hemece oOcbl KongaHbicka yunecimai “Verbund fir angewandte Hygiene e.V. (VAH)”,
“Robert Koch Institut (RKI)”, “Centers for Disease Control and Prevention (CDC)”
MaKkynaaraH aesnHdekumnanay kypangapbl).

A CAK BOJbIHbI3

XKarpan Hypbic emec aesnHdekumanay saficTeMeciH KonaaHy.
Kayin-katep Akaynbl MeguuuHarnbIK KypblfFbl
AnpbiH any & [esnHdekunsnay Kypanbl CIUPT HerisiHae XacanfaH epiTiHai 6onybl KaxeT.
< bBi3 anbgermg Hemece ddeHon Herisivgeri gesvHdekumanay epitiHginepiH
nanganaH6anmbI3a.
@ KypbInfFblHbI CTEpUnbaeyre 6onvanasi.

Tasanay xeHe Oe3vH(eKUuAnay SpeKeTTepi Xyile opHanackaH enfiH KongaHbICTarbl
Gapnblk 3aHaapbl MeH epexeriepiHe cakec opblHAanybl TUIC.

KypbinfbiHbI BiNiKTi MamaHaap faHa Tasanaybl XeHe Ae3vHdekumsnaybl TUiC.
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8 KypbInfbiHbI NanganaHyfa KaTbICTbl apHanbl TEXHUKaNbIK
HycKaynap

8.1 OHimainik / canaHbl 6akbinay

KaTywkaHblH canacblH 6akblnay CblHaFblH XKYPridy apKbifbl KYPbINFbIHBIH XyMbICka KabineTTiriH xyneni
TYPZAE Tekcepin OTbipyFa yCbIHbIC Gepineai.

KaTtywkaHblH, canacblH 6akbinay cbiHafblH GE KblI3MeT kepceTy ekini Hemece YLiHWI TapanTblH, Kbl3MeT
KepceTyLuici Xyprisyi kaxeT. KaTylkaHblH canacklH 6akbinay CbiHaFbiH Xypridy ywiH, GE kpiameT kepceTy
ekiniHe HemMece YLWIiHLWI TapanTbIiH KbI3MEeT KepceTyLiciHe xabapnacbiHbI3.

KaHpan ga 6ip cypakrap Hemece macenenep 6oibiHwa GE Healthcare komnaHusiceiHbiH, 800-582-2145
HeMipiHe KOHbIpay LanbiHbI3.
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9 KocbiMmwia

9.1 Cwunartramanap

RAPID Biomedical GmbH

Kypbinfbl aTaybl

3.0 T 16Ch Diagnostic Breast Coil

KypeinFel Hemipi (RAPID)

P-H16LE-030-01893

MP agpocbl 1H

XKymblic xuinikrepi 127,7 mly,

MP xyneci GE 3.0 T MR Systems

MP >yneci epicCiHiH KyaTbl 30T

P>X nonspusaumscel CbI3bIKTbIK

KaTyLwka kopnycblHbIH enwemaepi ¥3bIHObIFbI: 370 MM EHi: 540 mm BuikTiri: 175 mm
Con aHe OH XakK KybICTbIH enwemMaepi | ¥3blHAbIFbl: 160 MM EHi: 150 mm BuikTiri: 130 Mmm

Hewmipni apHanapapblH opHanacybl

N

&

9

Xanrarblll kabenbAaiH y3biHObIFbI

900 MM

Canmarbl

5,9 kr

EmaenywiHiH makcumangsbl pykcat
eTinreH canmarbl

Tek kaHa emgenyLwi ycTeniHe pykcaT eTinreH Makcumangbl
KYKTEMEMEH LekTenegi

KongaHy optacsbl

Benme iwiHae faHa nanganaHyfa apHanfaH

YKyMbic WwapTTapsbl:

Temnepatyparnblk AnanasoH
CanbicTbipmarb! binFanabinbIg
Aya KbICbIMbI

+15°C - +24°C / +59°F - +75,2°F

30% - 80% C.bl.

70 kMa - 107 klMa

TaCblman,qay XoHEe CakTay wapTTapbl:

TemnepaTypanblk AvanasoH
CanbiCTblpmarnsb! binFanabinbik

-25°C - +60°C / -13°F - +140°F

5% - 95 % C.bl.

B>~ Q|8 =D

9-1 KecTeci: OHIMHIH cMnaTTamanaps!
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A CAK BOJbIHbI3

Xarpan KypbInfFbl KEPCETINMeH XYMbIC WapTTapbiHbIH WeHOepiHae NainganaHbinMab.

Kayin-katep Emaenywi xeHe/Hemece naganaHylubl XxapakaT anbirn, KypbliFbl XeHe/HeMece
Gacka aa xabablK 3aKkbIMaanybl MyMKiH.

AnpbiH any @ 3epTTey opblHAanaTtblH  Genmegeri  KoplaraH OpTaHblH  LAPTTapbl

(temnepaTtypa, canbiCTblpManbl biFanablfblK, aya  KblCbIMbl)  KYMbIC
LWapTTapblHAA KOpPCETINreH cunatramanapra can KeneTiHAIrHe Ke3 XeTKi3iHi3.
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9.2 HopwmaTtuBTiK aKknapat

RAPID Biomedical GmbH

Takbipbin

[epektep

OHaipyLi

RAPID Biomedical GmbH
Kettelerstrasse 3-11

97222 Rimpar, Germany
Ten.: +49 (0)9365-8826-0
dakc: +49 (0)9365-8826-99

info@rapidbiomed.de
www.rapidbiomed.de

TapaTyLubl

GE Healthcare, LLC

3200 N Grandview Boulevard
Bokelua, BuckoHcuH wtaTel 53188
AKLL

UMDNS kogpbl

(MeavumHanbik Kypbinfbinapabl xikreyaiH ambeban
XyWneci)

17-542

Eyponanbik Opak

KypbInFbIHbIH, Kachbl

I knacc - MDD IX kocbiMmwa, 12 epexxe / MDR VIII kocbimwa, 13
epexe

AKLL

KypbInfbIHbIH Knachl

Kypbinfbl kogpl

Caty angbliHaarbl Kykattamanbik Ne
KypbInfbiHbIH, Tidimaik Ne

©HAipyLWi K8CINOPbIHHbLIH,
naeHTudpmkatopsl (FEI)
MmnopTTayLwbl/TapaTyLbl

K CIiNOPbIHHbIH MAEHTUdUKATOPbI
(FEI)

Il knacc - 21 CFR 892.1000
MOS

K181948

D334567

3005049692

2183553

KaHapa

KypbInfbiHbIH Knachl
KypbInfbiHbIH NULEeH3nANbIK Ne
©OHAaipywi ngeHTndmkaTopsbl

MMnopTTayLbl/TapaTyLubl
UAEHTUMKATOPSI

Il knacc - CMDR - SOR / 98-282, 7 epexe
102191
140730
117707

Typkuagars uMnopTTaywsl Typansl manimet/Tiirkiye ithalatci Bilgileri:

VmnoptTaywsl/ithalatg!

GE Medical Systems Tirkiye Ltd. Sti.
Esentepe Mah. Harman Sok. Ne 8
34394 Sisli-Ctambyn, Typkus

9-2 kecTteci: HopmaTtumBTik aknapar
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9.3 benrinep

benrinepai Tek kaHa RAPID Biomedical
KOMMNaHUWSCBIHbIH OKiNi )XaHapTybl HEMECE Ty3eTyi KaxeT.

KOMMNaHUACHI

@ Benrinep koK Hemece okyFa kenMentiH 6onca, KypbiFbiHbl ManganaHyra 6onmangpl.

SnemeHm Genei Kypbinebikein
maHbanaybi/Eckepmnenep
u RAPID Biomedical GmbH
OHaipywwi —_ Kettelerstr. 3-11
ﬁﬂﬁlg 97222 Pumnap, NepmaHns
TapatyLwbl GE Medical Systems, LLC

KypbInFbIHbIH KOMMEPLATbIK
aTaynapbl

XOK

3.0 T 16Ch Diagnostic Breast Coil

KypbInfFbiHbIH @aHbIKTaMarnblK HOMIpI

P-H16LE-030-01630

KypbInfFbiHbIH CEPUSATbIK HOMIDI

| &

XXX (HengeH 6actanaTblH yLWw caH)

GE Healthcare 6enwek Ne KOK 5772248-2
KypbInfFbiHbIH, WbIFapbIfbIMbI REV. XX
XKacan weiFapbinFaH KyHi &I AL
(OKbIN-AN-KYH) HAHOK-AAKK
s (OT)XXXXXXXXXXXX
UDI kogbi (ynri) si'-'t (11)XXXXXXXX
(21)xxx

Kypbinfel Typi (T/R)

Tek kabbingay KbiameTiH aTkapaTblH
KaTyLuKa

KaTywkaHblH P>K opTanbifbl

(kanbinTanfax)

CE 6enrici (EK keHecCiHiH

93/42/EEC anpekTnBachbIHbIH
TanantapblHa can kenegi).

MeguumHanblK KypblJiFbiniapfa KaTbICTbl

N
/M

cTUVus

KaHapa / AKLW TmnTik KyanaHabIpybl

MaviganaHy HyckaynapbiH opblHAaHbI3

TwuicTi KocbIMLLIA Kayinci3gik
mMacenenepi 6ovbIHWA NanganaHy
HYCKaynbIfblH KapaHbI3.

> D
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AnemeHm Geneai Kvpbirfbibi
maHbanaybl/Eckepmnenep

KongaHn6anbl 6enwek Typi BF. ﬂ

Il knace, IEC 61140 GoibiHLA. O

OneKTpoHAbIK NanaanaHy Hyckaynbifbl
(elFU)

Kanabik nekTpnik xxaHe DNeKTPOHAbIK
Xababiktapabl 6enek xuHay (WEEE
2012/19/EU gnpekTnBachi)

XKyneHiH pykcaTt eTinreH
KOHHeKTopnapsb!

KaTyLika KOHHEKTOpbIHA KaTbICThbI
ecKepTy (ancbipma)

XOK

axblpaTblfiFaH Kynae TyHHenbaiH
iwinae kanablipyra 6onmanasbl

9-3 kecTeci: KypbinfbiHbIH Oenrinepi
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9.4 benrinepaiH TyciHaipmeci

Benri

WeIry ke3i

AHBbIKT.N2

TaHﬁaHblH aTaybl XX9He aHblKTamMachbl

ISO 7000

5957

Tek FMMapar iwinge naganadHyra apHanfFaH. QnekTpnik
XababIKTbiH HeridiHae Fumapar iWwiHae nanganadyra
apHanfaHblH 6ingipesi.

ISO 7000

0632

TemnepaTtypa wekTeyi. KypbinfblHbl cakTayablH,
TacblMangayAblH xaHe nanganaHyablH Makcumanibl XXaHe
MUHUMangsl TeMmnepaTypa WeKTepiH kepceTeq,.

ISO 7000

2620

blnfanaeinblk wekteyi. CanbicTbipMarnbl bINFanabbliKTbiH,
TacbiMangayfra XoHe cakTayfa Konawnnbl Xofapbl )XoHe TOMeH
LUeKTepiH kepceTeni.

ISO 7000

2621

ATMocdepansbik KbicbiM LekTeyi. CanbicTbipMansl
bINFANabINbIKTLIH TacbiManzayfa XeHe cakrayra konaunbl
XKOFapbl XoHe TOMEH LUeKTepiH kepceTeni.

ISO 7000

3082

OHaipywi. ©OHIMHIH eHAipyLWiciH Gingipeai.

ISO 7000

2497

>Kacan wblrapbinfaH KyHi. Byn xepae Xbi, Xbln MeH an
HeMece Xblf, al XoHe KYH >a3sblnybl MyMKiH. KyH ageTTe ocbl
GenriHiH xaHblHAa Typaabl. Mbicanfa, LWbiFapbliFaH KyHi
Keneci ynrige kepceTinyi MmymkiH: 1996-06-12.

B EIEQ® <D

ISO 7000

2493

KaTanortik Hemip. ©OHAipYLUiHiH KaTanorTik HeMipiH, Mbicansl
MeauuMHanbIK KypbIffFbIHbIH HEMece OfFaH KaTbICTbl
KanTamaHblH KaTanorTtik HemipiH 6ingipeai. Katanortik Hemip
ocbl BenriHiH XaHblHAa Typaabl.

ISO 7000

2498

Cepuanblk HOMIp. OHAIPYLUIHIH cepusanblk HOMIPIH, Mbicanbl
MeauUUHanbIK KypbInfbiHbIH HEMeCce KanTaMacbhlHblH HOMIPIH
Gingipeai. Cepuanbik HeMip oCbl 6eNriHiH, XkaHbIHAA Typaabl.

IEC 60417

6191

PX katywka, Taceimangay. Paguo xwinikti (PXK)
KaTyLLKaHbIH Tek xibepyre apHanfaHblH Gingipeai.

IEC 60417

6192

P>XX kaTywwka, xibepy xoHe kabbingay. Paguo xwinikti (PXK)
KaTyLLKaHbIH Xibepyre xoHe Kabblngayra apHanfaHbiH
Gingipeai.

IEC 60417

6193

P>XK katywka, kabbingay. Paguo xuinikTi (PXK) kaTylikaHbiH
Tek kabbingayra apHanfaHbiH 6ingipesi.

ISO 7010

MO002

ManpganaHy HyckaynblfFbIH/KiTanwaHel kapahel3. MNanganany
HyCKaynbIfbIH/KiITanwaHbl OKy KaxeTTiriH 6ingipeai.

> QR X ® ¢

ISO 7000

0434A

Cak 60nbIHbI3. KypbinfbiHbl HeMece 6ackapy 3neMeHTiH oCbl
Genrire xakblH xepae navganadHranga cak 60ny kaxeTTiriH
HeMece afbiMAarbl Xafaan Typarnbl onepaTtopra xabapnay
Hemece XafbIMCbI3 cangapAblH anibiH any MakcaTblHaa
onepaTopAblH Lapa KongaHybl KaXeTTiriH 6ingipeai.

IEC 60417

5840

KonpaH6ansl 6enwek Typi B. IEC 60601-1 TanantapbiHa
cankec, kongaHbanel 6enwek TypiHiH “B” 6onfaHbIH
Gingipeai.

IEC 60417

5333

Konpan6ansel 6enwek Typi BF. IEC 60601-1 TanantapbiHa
carikec, kongaHbanel 6enwek TypiHiH “BF” 6onfaHbiH
Gingipeai.

32/34




RAPID Biomedical GmbH

Benri WeiFy ke3i | AHbIKT.Ne | TaHOaHbIH aTaybl X9He aHbIKTaMachbl
Il knacc xababifbl. XKababikTbiH IEC 61140 6onbiHwa |l knace

O IEC 60417 5172 XabablKTapblHa KOPCETINreH Kayincisgik TanantapbiHa

colKec KeneTiHiH 6ingipeai.
OneKTpIiK XaHe 3NeKTPOoHAbIK XabablkTapaa KongaHbinaTbliH
Genri. Byn 6enri anekTpniK XXoHe 3NEKTPOHAbIK XabablK
2002/96/EC v KanablKTapblHbIH Oenek XXuHanybl KaxeTTiriH 6ingipeni xeHe
AVpeKTUBach KockIMLackl | OHAA YCTi Cbi3blnFaH cebeTTiH cypeTi Typaabl. byn 6enri
Ke3re KepiHEeTiH, aHbIK XXaHe eLUipiNMeNnTiH Typae 6acbinybl
KaxeT.
KpiTan Xanblk PecnybnukacbiHbIH 3NeKTPOHAbIK
h SJ/T 11364- )abablkTapfFa KaTbICTbl CTaHOAPThI:

e, 2014 5-tapay | Byn norotmn eHiMHIH KOpLUaFaH OpTaHbl KOpFayFa KaTbICThbI
cvnaTTapblH, atan antkaHga, eHiMHIH KypaMblHAa KayinTi
3aTTapAblH XXOKThIFbIH Oingipeai.

KannbiHa kenTipyre/kanTa eHaeyre xxapaMmablnbIKTblH Genrici.

N ISO 7000 1135 OcblHgan 6enrici 6ap KypbInFbIHbIH HEMEce MaTepuanibiH,

%@ KannblHa KenTipy HEMece KanTa enaey npoueciHe KipeTiHA4irH
Gingipeai.
CbiHfbiWw, abannan yctaHpbl3. TacbiMangay 6ymachiHbIH

! ISO 7000 0621 iWiHaeri 3aTTapablH, CbiHFbIW GonFaHbIH XaHe ByMaHbl
abannan keTepy kaxeTTiriH 6ingipeai.

TT ISO 7000 0623 YcrTi ocbi xeppe. Ta_cuman,qay ByMachbIH aypbIC KOO

a1 KakeTTiriH 6ingipeai.

i YKaHGblpaaH anbic ycTaHbl3. TacbiMangay 6ymachiH

T ISO 7000 0626 XaHObIpAaH anbIC XaHe Kyprak xxepae ycTay KaXeTTiriH
Gingipeai.
C € 93/42/EEC Xl MeanumHanblk KypbinFbinapabiH | knacbiHa cevikec KeneTiHiH
AvpektuBackl | koceimwack! | GingipeTiH CE 6enrici
MeaonumHansl binFbinap # | knacc 6enriciHib, o
93/42/EEC XIl Al K KYP pFIKr SHIHOH
0197 pivp— KOCHIMLIACH! xarblHgarbl CE TanantapbliHa cavikec KeneTiHiH 6ingipeTiH

Genri xXxaHe eKineTTi opraHHbIH HOMIpI

9-4 kecTeci: TaHbGanapapblH TyciHAipMECi
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9.5 Kbickapma ce3aep Tisimi

Kbickapma Tycinpipmeci

ces

AGB CTaHgapTThl WapTTap MeH Tanantap

C KemipTtek

CD blkwam anck

CFR denepanablk epexenepgin XublHTbIFbl (AKLL)

CMDR KaHagaHblH MeamunHanbIK KypbinfbinapFa KaTblCTbl HOpManapbl
EK Eyponanelk kaybiMAacTbIK

OKIr OnekTpkapauorpamma

EEC EyponanblK aKOHOMWKarnbIK KayblMAaCTbIK

elFU OneKTpoHAbIK NanganaHy HyCKaynbifbl

EO Eyponanbik Ogak

FID EpkiH nHaykums curHansl

IEC Xanblkapanblk 3afieKTpTeXHMKamNbIK KOMUCCUS

MDD MeguumHanelik Kypbinfbinap Typansl aupektnea 93/42/EEC
MDR MeauumHaneik Kypbinfbinap Typansl aupektmea (EU) 2017/745
MP MarHuTTik pesoHaHc

Na Hatpun

P-H16LE dazananraH Top, 1H, 16 apHa, Tek kabbingay Kbi3aMeTiH aTkapazbl
P doccop

PN Benwuek Hemipi

QA CanaHbl 6akbinay

AHbIKT. AHbIKTamanelk Hemip (6enLuek Hemipi)

PX Paguoxwinik

RoHS KayinTi 3aTTapabl WWeKTey epexenepi

ROI 3epTTEy anmarbl

Rx Kabbingay dyHKumaCh

SAR CanbicTbipmansl CiHipy KyaTbl

SN Cepusnblk Hemip

SNR “CurHan-kegepri” katblHachl

T/R XKibepy/kabbingay

Tx XKibepy dyHKumsACH

uDI KypbinfFbiHbIH, Giperev naeHTUukaumsanblk Hemipi

WEEE OneKTpniK XXeHe NeKTPOHAbIK xabablK kKanablKTapbl
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