MpoayKkTu Ta eTUKETKU NPOAYKTiB AN npodinakTMku 3axBopoBaHb MOJIOYHOI 3a5103U Ta ckeneta

mocapin cumBonie

Ile raocapiit cuMBOAiB Ha IIPOAYKTax Ta eTuKeTKax koMmasii Hologic, mpusHaueHnx 4451 npogiaakTukm

3aXBOPIOBaHb MOAOYHOI 3a403! Ta cKeAeTa. BUKkopucToByiiTe 11ei1 raocapiii Ik AOIIOBHEHH: A0 MOCIOHMKIB

AAs1 BaIlIOl IPOAYKIIil.

Cumsoa

Ommc

Cranaapt

KonLy

BI/IKOpI/ICTaHHH ANUIIE 3a pererToM

FDA 21 CFR 801.109

HeGesmeuno mia yac nposegeHHs
MarHiTHO-pe30HaHCHOI
Tomorpadil

ASTM F2503, mocnaaHHs:
Tabanis 2, cumsoa 7.3.3; 7.4.9.1;
Puc. 9

®
A

De

YMOBHO Oe311e4HO i Jac
IIpOBeAeHH:I
MarHiTHO-pe30HaHCHOI TOMorpacl)i'l'

ASTM F2503, mocnaaHus:
tabanws 2; 7.4.6.1; Puc. 6, 7

ObGepexHo — ioHizyIOue Hologic
@ BUIPOMiHIOBaHHA
@ ABsapiitta 3ynmHKa Hologic
IIpmcrocosano aAasa suxkopucranssa | Hologic
( AI0ABMMU Ha iHBaAlAHMX Bi3Kax
ITigkAr09eHHST HOSKHOTO Hologic
epeMMKayda
- I1aaTa KepyBaHHS ITHYpPOM Hologic
E HO>XHOTO ITIepeMIKaJda
Mepesxka Wi-Fi Hologic
— P g
L
[ ]
PINCH Heb6e3meka. 30Ha 3a1ieMAeHH: Hologic
POINT
Dangerous
eB ®yux1ia Bluetooth Hologic
D Axymyasitop Hologic
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mocapin cumBonie

(@ 70%1:70):] Omnmnc Cranaapt
®opwmat aatu: Hologic
YYYY nosnavae pik
-MM-DD MM no3uauae micsain
DD nio3naugae aeHp
'f |, Bumukaa Hologic
ITepexaaan y BikHi Hologic
Translations in Box
. PeectpaTop Temmiepatypu Hologic
Temp Logger Activated patop TeMtepatyp &
AKTMBOBAHUIA
Cepiitauit HOMep peecTparopa Hologic
Temp Logger SN P P peecipatop &
TeMIlepaTypu
Aptuxya Hologic
PN
REV Peaaxirist Hologic
MOdel Howmep Mogeai Hologic
aTy KiapkicTs Hologic
[SFW SHIPPED| HagicaaHa Bepcist mporpaMHOTo Hologic
3abe3rreyeHHs
|SFW Version | Howmep Bepcii nporpamMHoro Hologic
3abe3r1eueHHs
| APPLICATION INSTALLATION| |Bcranosaenns nporpamu Hologic
Verified By Iepesipeno Hologic
Konreitnep (xopobxa abo Hologic
CASE yITaKOBKa)
VC Koga nmocrauaapHmnka Hologic
. Burorosaeno B Cioayuenux Hologic
Made in USA IMrtaTax AMepuxnu
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(@ 70%1:70):] Omnmnc Cranaapt
. . Burorosaeno B Kocra-Pirri Hologic
Made in Costa Rica 8
[ Assembled in Costa Rica] |3i0paro s Kocra-Pini Hologic
| Made in China | Burorosaeno s Kurai Hologic
[ Made in Mexico | Burorosaeno 8 Mexkcuiri Hologic
Made in Thailand Burorosaeno B TalaaHai Hologic
Patents [MaTentn Hologic
USA I REP IIpeacrasuuk y CIIIA Hologic
LATER AL ARM TiabKM 445 BUKOPUCTaHHS 3 Hologic
USE ONLY OiuHMM Ba>keaeM
TiabKM 445 BUKOPUCTaHHS 3 Hologic
QC Use Only MEeTOIO0 KOHTPOAIO AKOCTi
o ss PosBaHTaxTe 1110 CTOPOHY Hologic
UNLOAD THI IDE
RAM P TH |S S | D E Haxmaits 1110 ctopony Hologic
Marepiaa Hologic
MATL
) Po3baokoBaHO IEC 60417, mocuaanusa 5569
| «YBIMK.» (>kuBaeHH:T) IEC 60417, mocnaanus 5007
O «BVIMK.» (>kmBA€HH:1) IEC 60417, mocuaanss 5008
_EI_ 3aro0i>KHIK IEC 60417, mocuaauss 5016
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Cumsoa

Ommc

Cranaapt

3axycHe 3a3eMAeHHsI

IEC 60417, mocnaanns 5019

Kaema BupiBHIOBaHH: ITOTeHITiaAiB

IEC 60417, nocnaanus 5021

3MiHHMIT CTPyM

IEC 60417, mocnaanns 5032

~[{| < |@®

HeGesmneuna Hampyra

IEC 60417, mocnaanmst 5036

LIst cucrema nepeaae
pagiodacrorny (PY) enepriio
(HeioHi3yIOUe eAeKTPOMAarHiTHe

IEC 60417, mocnaanns 5140

BUIIPOMiHIOBaHH:)
° PoGoya yactuna turry BF IEC 60417, nocuaanns 5333
° IEC 60417, mocnaanns 5840

PoGoua yactnna TrIry B

Mepexxa Ethernet

IEC 60417, mocuaanus 5988

Ilonepea xeHH:: eAeKTpUKa

IEC 60417, mocuaanus 6042

A
= H

USB

IEC 60417-1

3ab10K0BaHO

IEC 60417-5569

0

«YBIMK.» Ta «BMIMK.» —
JKVIBAEHHI KOMH'IOTepa Ta
AVCIIAEsT

IEC 60417-5010

L

3azeMaAeHHs

IEC 60417-5017

A

A

ITpucrpiii, yyTauBuUit 40
€4eKTPOCTaTUYHOIO PO3PAAY

IEC 60417-5134
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Cumsoa

Ommc

Cranaapt

®

“ON” (YBIMKHEHO) gas
JacTVHY 00AaAHaHHSI

IEC 60417-5264

“OFF” (BMUIMKHEHO) aas
JacTVHY 00AaAHaHHSI

IEC 60417-5264

O
O

ITepemukau «Komm'rorep B
peXXuMi OuiKyBaHH:»

IEC 60417-5266

o

/l’)KepeAo peHTIeHiBChbKOTO
BUIIPOMiHIOBaHH:A

IEC 60417-5338

&

~
-

Ipaiioe axepeao
PEHTTeHiBCbKOTO
BUIPOMiHIOBaHHA

IEC 60417-5339

|
Nis
v

Pagiamiriani GpiasTp

IEC 60417-5381

He 3anyprosatu B piauny

IEC 60417-5995

O62aaaHaHHs akcecyapis IEC 60529
IP XB MiAXOAUTD AAS IIOCTIITHOIO
3aHypeHH: y BOAy (3aHypeHHs Ha
randuHy 40 1 M Ha 1 roauny)
A 3axuIeHnit Big OpMU30K IEC 60529
Boaa, 1110 BUKnaaeTsCs IEC 60529

IIOTY>KHIUMMU CTPYMEHSIMU Ha
O6/la,Zl,HaHH}I qm akcecyapm 3

IPX6 6
Y Ab-SIKOTO HallpsIMKy, He
MMOBMHHA YMHUTU IIKiAAUBOTO
BILAVMBY
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MpoayKkTu Ta eTUKETKU NPOAYKTiB AN npodinakTMku 3axBopoBaHb MOJIOYHOI 3a5103U Ta ckeneta
mocapin cumBonie

(@ 70%1:70):] Omnmnc Cranaapt

3axuireHunii Big 0OMe>KeHOoTo IEC 60529
IIPOHMKHEHH: 1Ay, 6e3
IIKiAAUBUX BiaKAaA€Hb.
IP54 3axuIreHnit Big OpMU30K BoAU
3 OyAB-AKUX HAIIPSIMKIB,
AOITyCKa€ThC OOMesKeHe
IIPOHUKHEHH:T

3axuIreHunit Big TBepANX IEC 60529
CTOPOHHIX IPpe4MeTiB giaMeTpoM

12,5 MM 1 Oiabie. 3axucT Bijg
IP22 BepTMKAaABHO [Ta4al0ulMX Kpalleab
oAy mpu Haxuai KOPITYCY ne
Oiasiire 15°

MD Meayanmit npucTpiin ITpoext ISO 15223

Bupobuuk ISO 15223-1, mocnaanmns 5.1.1

E

YrosHOBa>keHMI! IIpeCTaBHUK Y 1SO 15223-1, mocuaansst 5.1.2
EC |REP €spomnericekint CriapHOTI
CH [REP] Bxasye Ha yrIOBHOBa>KveH01“'(.). MedDO; SR 812.213
npeAcraBHuKa B [IBetapii
[ JaTa BUpOOHMIITBa ISO 15223-1, nocnaanus 5.1.3
Kpaina-snpobank ISO 15223-1, po3aia 5.1.11
cC
g Tepmin nmpuaarHocti ISO 15223-1, mocuaanus: 5.1.4
Kog cepii ISO 15223-1, nocnaanms 5.1.5
LOT
Howmep 3a xaTaaorom 1SO 15223-1, mocnaanus 5.1.6
REF
CepiitHuit Homep 1SO 15223-1, nmocnaanus 5.1.7
SN
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(@ 70%1:70):] Omnmnc Cranaapt
ITpocrepmaizoBaHo ISO 15223-1, nocnaanus 5.2.3
STERILE[EO poctep
eTUAEHOKCUAOM
ITpocrepuaizosano 1SO 15223-1, mocnaa 5.2.4
STERILE| R pocTeb HOSHAAHH
OIIPOMiHEHHIM

C€auHa crepnabHa 6ap'epHa
crcreMa

ISO 7000-3707

€auHa crepuabHa 6ap'epHa
CICTeMa i3 3aXMCHOIO yIIaKOBKOIO
BCepeAnHi

ISO 7000-3708

€auHa crepuabHa 6ap'epHa
crcTeMa i3 3aXVMCHOIO YIIaKOBKOIO
30BHI

ISO 7000-3709

He crepmnaisysaty HoBTOpHO

1SO 15223-1, mocuaanss 5.2.6

HecrepuarHo

1SO 15223-1, mocuaansus 5.2.7

He BIIKOPUCTOBYBATH, SIKIITO
yI1aKOBKa ITOIIKOAKEHa

1SO 15223-1, mocnaanus 5.2.8

Obepe>xHO, KpUXKe

1SO 15223-1, nmocuaanns 5.3.1

36epiraTtit B cyxoMy Micrii

1SO 15223-1, mocnaanus 5.3.4

Hioxaa mesxa Temniepatypu

1SO 15223-1, mocnaanus 5.3.5

Bepxus mesxa TeMnepatypu

1SO 15223-1, nocnaanys 5.3.6

ObOmeskeHHsI TeMIepaTypu

1SO 15223-1, nocnaanus 5.3.7
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MpoayKkTu Ta eTUKETKU NPOAYKTiB AN npodinakTMku 3axBopoBaHb MOJIOYHOI 3a5103U Ta ckeneta

mocapin cumBonie

Cumsoa

Ommc

Cranaapt

O0OMesKeHHsI BOAOIOCTI

1SO 15223-1, mocnaanus 5.3.8

OobmesxeHHsT aTMOCHEPHOTO TUCKY

1SO 15223-1, nmocnaanus 5.3.9

He BukopucrosysaTut IOBTOPHO

1SO 15223-1, nocnaanus 5.4.2

2@ .

www.hologic.com/package-inserts

OsnartomTecs 3 iHCTPYKIIAMM 3
BUKOPVCTaHHS

ISO 15223-1, posaia 5.4.3
Hologic

AoTpuMyiiTech iIHCTPYKIIiN 3

IEC 60601-1, JosiaxoBuit HoMep:

BUKOPVICTAHHS Tabanms D.2, 3uak 60e3mexu 10
(ISO 7010-M002)
3acTepesKeHH: ISO 15223-1, mocnaanns: 5.4.4

3araabpHa Maca o04aaHaHHS Ta
itoro OesreyHe poboye
HaBaHTa>KeHH

1SO 60417, mocuaannus 1321A

Bepx

1SO 7000, mocnaanns 0623

He mrabearosatn

ISO 7000, mocnaanms 2402

O0OMexxeHHs 1TadeAI0BaHHs 3a

ISO 7000, mocnaanms 2403

o~ > mex ) (12 0] B> D

KiABKiCTIO
ITontepeasxeHHs 1SO 7010, nmocnmaanus W001
3nax CE €BponeNicbKuil peraaMeHT Ipo

BianosianicTh cTangapTaM sKOCTi
Ta 6esriexu €spomnericekoro Coiosy

BI/IPO6I/I MeAVIHOTO HpI/ISHa‘IEHHSI
(EC) 2017/745
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(@ 70%1:70):] Omnmnc Cranaapt
c € 3nak CE 3 izenTudikaniiamm Peraament MDR (€C) 2017/745
XXXX HOMepOM HOTM(IKOBAHOTO OpTaHy
Bwmicr H/A
MicTtuth HaTypaAbHUI H/A

Kay4yKOBUII AaTEeKC.

He mictuts HaTypaapHOTO H/A
Kay4yKOBOI'O AaTeKCy

He pospisatu H/A

s Q ITigkar0ueHHs yHiBepcaAbHOI H/A
rocaigosHol myHm (USB)

ITpucrpiii i3 nepeaixy CSA Paaa crangapris Kanaau
(Standards Council of Canada —
‘sp ® SCC) Ta Yrpasainu: 3
oxoponu npani CHIA (U.S.
c us Occupational Safety and Health

Administration — OSHA)

3araabpHe MeAudHe 00AaAHaHHS; Kaacndikarmist UL
HeOe3IeKa ypa>keHHs

ISSIE, €AeKTPUYHIM CTPYMOM,
< MOKEXKHI Ta MeXaHiuHI HeOe3meKn
H us antre 3riaHo 3 ANSI/AAMI ES
XXXX 60601-1:2005 (Al:2012),

CAN/CSA C22.2 Ne 60601-1 (2014)
ta IEC 60601-1:2012

Ceprudikanisz ETL Kanagcpka paga 3i craHgapTis
. (S5CC) Ta Yopasainnaa CHIA
3 OXOPOHM Mpalli Ta TeXHIKA
e 6e3neku (OSHA)
Intertek
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(@ 70%1:70):] Omnmnc Cranaapt
o— 3rax INMETRO & ULBR Ceprudikamnis UL-BR INMETRO
@ (bpasnais)
QU
CuMBOA BTOPMHHOTO Unicode, nocnaanns U+267C
BUKOPYCTaHHS
YTuaisyiite eaekTpudHe Ta Aupexrnsa WEEE 2002/96/EC

e1eKTpOoHHe 001ajHaHHs OKpeMO
Bia 3BMYaTHIMX BiAXOA1B.
BigmpapasiiTe y KOMITaHiiO

I | @

Hologic BUBeJeHi 3 eKcIlayaTallii
Marepiaan, abo 3BepHITHCS 40
IpeJcTaBHMKa 3 0OCAYTOByBaHH:

T r? Inentudikanis manienra ISO 15223-1, pozaia 5.7.3
Bebcaiir 3 inpopmartieo aas 1SO 15223-1, po3aia 5.7.4
m marieHra
)
o+ Llentp oxoporu 340pos’s aGo ISO 152231, posaia 5.7.5
3] m
@ Aara ISO 15223-1, posaia 5.7.6
YHikaapHmit igeHTndixatop I1SO 15223-1, posaia 5.7.10
U D I IIPYICTPOIO
BiaxuanTtu y Bunagky yopHoi Hologic

Reject if Dot Black | |xpar

He mrrosxatn ISO 7010, posaia P017

g He cuaitu ISO 7010, posaia P018
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(@ 70%1:70):] Omnmnc Cranaapt
® He nactynaty Ha ITOBepXHIO ISO 7010, posaia P019
lonisyiodye BUIPOMIHIOBAHHS, IO | [SO 7010, po3aia W003
BUIIPOMIHIOETRCS I1ig, Yac I1ojavi
HaIIpyIy Ha PeHTTeHiBChbKY TPYOKy
ITonepea>xeHHs 11[0A0 ISO 7010, posaia W009
HeoOXi4HOCTI BUKOPUCTaHHS
BiAIIOBIAHOTIO 3aXMCTy
BbyapTe 0bepesxHi mig gac miariomy Hemae
. Ba’KKIX IIpeJMeTiB
\/ 36epiraTM [104aAi Bij COHSIYHIX ISO 7000, posaia 0624
\./ IIPOMEHIB
/I\\
Mictuts Pprasatn BS EN 15986

DEHP

JoBigkosuii HoMmep A.4

Mictuts HeOe31euHi peuOBUHA

ISO 7000-3723

&
cC

Kog xpainn aas nepexaasy

ISO 3166

N

Touxka 3aljeMAeHH

ISO-7010
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