MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

ITe raocapiit cuMBOAiB Ha IPOAYKTax Ta eTuKeTKax KoMmnaHnii Hologic, mpusnauenux 445 npodiaakTUkm
3axXBOPIOBaHb MOJAOYHOI 3103 Ta cKeAeTa. BUKop1cTOByTiTe 11l r10capili K A0IIOBHEHH: 40 ITOCIOHIKIB
AAsl BaIlIOI IPOAYKIIiL.

CrumMBO2a Omc Crangapt

]i Bukopucranns aume 3a perennitom | FDA 21 CFR 801.109
ONLY

HeGesmneuno mig vac nposedentst | ASTM F2503, mocnaanms:

MarHiTHO-pe30HaHCHOI tabanis 2, cumboa 7.3.3;7.4.9.1;
tomorpadil Puc. 9

YMOBHO Oe311e4HO i Jac ASTM F2503, mocnaaHHst:
IpOBeAEHH:I tabanis 2; 7.4.6.1; Puc. 6, 7
MarHiTHO-Pe30HaHCHOI TOMOFpa(l)ﬁ

ObepesxHo — ionizyioue Hologic

BUIIPOMiHIOBaHH:

ABpapiifHa 3ynMHKa Hologic

ITpucrocosano aas sukopucranss | Hologic
AI0ABPMU Ha iHBaAiAHMX Bi3Kax

ITigka109eHHs HOKHOTO Hologic
repeMuKaya
[1aara KepyBaHHA IIHYPOM Hologic

HOJKHOTIO II€peMIKa4da

Mepesxa Wi-Fi Hologic
HebGesmneka. 30Ha 3allieM/1eHHA Hologic
Pynxkiria Bluetooth Hologic
AxkyMmyasTop Hologic
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt
Qopwmar aatu: Hologic
YYYY nosnayvae pik
YYYY-MM-DD MM no3uauae Mmicsip
DD no3naugae aeHp
D& , Bumukau Hologic
Ilepexaaau y BikHi Hologic
Translations in Box
. Peectparop Temmepatypu Hologic
Temp Logger Activated patop TeMnepaLyp 8
aKTMBOBAHMII
Cepiitunit Homep peecTparopa Hologic
Temp Logger SN renmeparypir
ApTtuxya Hologic
PN
REV Pepaxiiist Hologic
MO del Howmep mogeai Hologic
ary KiarxicTs Hologic
[SFW SHIPPED| Hagaicaana Bepcist mporpamMHOrIo Hologic
3a0e3redeHHs
| SEW Versionl Howmep Bepcii mporpamHoro Hologic
3a0e3ITeqeHHs
[ APPLICATION INSTALLATION]| |Bcranosaentst rmporpamu Hologic
Verified By ITepesipeno Hologic
Komnrerinep (kopoOka abo Hologic
CASE yIIaKOBKa)
V C Kog nmocrauaapHuka Hologic
. Burorosaeno B Crioaydennx Hologic
Made in USA MraTax AMepukn
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt
Made in Costa Rica Burorosaeno B Kocra-Piri Hologic
[Assembled in Costa Rica] |3i0patio s Kocra-Pirti Hologic
I Made in China I Burorosaeno B Kurai Hologic
[ Made in Mexico | Burorosaeno 8 Mekcuiri Hologic
Made in Thailand BuroroBaeno B Taiaanai Hologic
Patents ITatenTn Hologic
USA I REP IIpeacrasuux y CIITA Hologic

LATERAL ARM Féii/leVI 4251 BeI/H;opMCTaHH;[ 3 Hologic
USE ONLY YHUM Ba>kKeaeM

TiabKM 245 BUKOPUCTAHH: 3 Hologic

QC Use Only MEeTOIO KOHTPOAIO AKOCTi

PospanTaxxTe 11310 CTOpOHY Hologic
UNLOAD THIS SIDE
Haxnaits 1110 cropony Hologic
RAMP THIS SIDE
Martepiaa Hologic
MATL
E i PosbaokoBaHO IEC 60417, mocnaanms 5569
| «YBIMK.» (>kuBAeHH:) IEC 60417, mocuaauust 5007
O «BVIMK.» (>kuBA€eHH:T) IEC 60417, mocuaauus 5008
_E_ 3arobi>kHIK IEC 60417, mocuaanss 5016
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt

3axucHe 3a3eMAeHHS IEC 60417, mocnaanns 5019

Kaema supisniosanns norenitiaais |IEC 60417, mocuaanns 5021

~|{| < |

3MiHHMII CTPYyM IEC 60417, mocuaanusa 5032
Hebesmeuna Hamrpyra IEC 60417, mocuaanss 5036
LIs cucrema nepegae IEC 60417, mocnaanmst 5140
((( ° ))) pagiodacrorny (PY) enepriio
A (HeioHi3y10Ue eaeKTpOMarHiTHe
BUITPOMiHIOBaHH:)
° Pob6oua vactuna tTumy BF IEC 60417, mocuaanss 5333
k Poboua vyactuna tuiy B IEC 60417, mocuaanusa 5840
! Mepesxa Ethernet IEC 60417, mocuaanss 5988
f ITonepeasxeHHs: eAeKTpUKa IEC 60417, mocuaanss 6042
m USB IEC 60417-1
3ab10K0BaHO IEC 60417-5569
«YBIMK.» ta «BMIMK.» — IEC 60417-5010
( | ) >KMBJEHH: KOMIT'I0Tepa Ta
AVICTIAEs
| 3azeMAeHH: IEC 60417-5017
A ITpucrpini, ayTauBUi 40 IEC 60417-5134

€AeKTPpOCTaTNIHOIO PO3psIAy

ALad
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt
“ON” (YBIMKHEHO) aas IEC 60417-5264
JacTMHM 00AaAHaHH:
d “OFF” (BMMMKHEHO) aaa IEC 60417-5264

JaCTMHU O6Aa,ZI,HaHH}I

O
O

INepemuxau «Komm'orep B
PeXX1Mi O4iKyBaHH»

IEC 60417-5266

&

Axepeao peHTIeHiBCbKOIo
BUIIPOMiHIOBaHHS

IEC 60417-5338

B9

~
-

ITpamioe axxepeao
PEHTTeHiBCHKOTO
BUIIPOMiHIOBaHHS

IEC 60417-5339

|
Neie
v

Pagianiitanit giastp

IEC 60417-5381

He sanypioBatu B piauHy

IEC 60417-5995

Obaaananss akcecyapis IEC 60529
IPX8 MiAXOAUTD AAS IIOCTIITHOIO
3aHYpeHH: Y BOAY (3aHypeHHs Ha
randuny 40 1 M Ha 1 roauny)
o 3axuireHnii Big 6pmsox IEC 60529
Boaa, 1110 BUK1Aa€THCS IEC 60529

IIOTY>KHVMMY CTPYMEHSIMM Ha
001agHaHHA 41 aKcecyapu 3

IPX6 6y,21,b-}IK01"0 HaIlpsIMKYy, He
TMMOBVMHHA YMHUTU IIKiAABOTO
BILAUBY
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt

3axuireHunit Big 0OMe>KeHOTO IEC 60529
IIPOHNKHEHH: INAy, Oe3
MIKiAAUBUX BigKAaA€Hb.
IP54 3axuIreHnit Big OpMn3oK BoAU
3 OyAb-sIKUX HaIIPSIMKIiB,
AOTIYCKa€ThCsI OOMesKeHe
ITPOHUKHEHHST

3axuIreHunit Bij TBepANX IEC 60529
CTOPOHHIX IPeAMeTiB gilaMeTpoM
IP 12,5 MM 1 Giabire. 3axucT Big,

22 BepPTMKaAbHO I1aJalouyyx Kparieab
oAy npu Haxuai KOPITYCY ne

Oiapmre 15°
Meanunnit npucTpiin ITpoekr ISO 15223
MD
Bupobunk ISO 15223-1, mocuaanns: 5.1.1

E

Y1oBHOBa>keHU1 IpeACTaBHUK Y 1SO 15223-1, nocnaanys 5.1.2
EC |REP €spornericpkin CriabHOTI
CH [REP) Bxkasye na yHOBHOBaXieHorf? MedDO; SR 812.213
npeacrasHuka B [Isentapii
[ Jata BUpoOHMIITBa ISO 15223-1, nocnaanus 5.1.3
Kpaina-srpoOHMK ISO 15223-1, posaia 5.1.11
cC
g Tepmin npuaatHoCTi ISO 15223-1, mocuaansst 5.1.4
Kog, cepii ISO 15223-1, nmocnaanus 5.1.5
LOT
Howmep 3a xaTtaaorom ISO 15223-1, nocuaanss 5.1.6
REF
Cepirtanit Homep ISO 15223-1, mocnaans: 5.1.7
SN
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa

[Mocapin cumeonis

CumBoa Ormic Crangapt
STERILEIEO ITpocrepuaizoBano ISO 15223-1, mocuaanms 5.2.3
€TIAEHOKCIAOM
STERILE| R HPOCTF—"pI/IAiSOBaHO 1SO 15223-1, nocnaanus 5.2.4
OIIPOMiHEHHIM

€auHa cTrepuapHa Oap'epHa
cucreMa

ISO 7000-3707

€auHa cTrepuapHa Oap'epHa
CMCTeMa i3 3aXMCHOIO yIIaKOBKOIO
BCepeAVHi

ISO 7000-3708

€auHa cTrepuapHa Oap'epHa
CICTeMa i3 3aXVICHOIO YIIaKOBKOIO
30BHI

ISO 7000-3709

He CTepI/I/li3yBaTI/I ITOBTOPHO

ISO 15223-1, nocnaanus 5.2.6

Hecrepuanno

1SO 15223-1, nocnaanusa 5.2.7

He BUKOPUCTOBYBATH, SIKIITO
YIIaKOBKa ITOIKOA KeHa

1SO 15223-1, nocnaanys 5.2.8

OGepeskHO, KpUXKe

1SO 15223-1, nocnaanns 5.3.1

36epiraTu B cyxomy Micrri

1SO 15223-1, nocnaanus 5.3.4

Huxas mexxa TeMmIiepatypu

ISO 15223-1, nmocnaanus 5.3.5

BerH}I Me’Ka TeM1iepaTrypmu

ISO 15223-1, nmocnaanus 5.3.6

OOMeskeHH:I TeMIlepaTypu

1SO 15223-1, nocnaanus 5.3.7
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa

[Mocapin cumeonis

CumMmsBoa

Ormc

Crangapt

OOMe>KeHHsT BOAOTOCTL

I1SO 15223-1, nocnaanms 5.3.8

ObmesxeHH: aTMOCHEPHOTO TUCKY

ISO 15223-1, nmocnaanms 5.3.9

He BukopucToByBaTH INOBTOPHO

1SO 15223-1, nocnaanus 5.4.2

20 @@

www.hologic.com/package-inserts

OsHaltoMTecs 3 iIHCTPYKIisIMU 3
BUKOPVICTaHH:

ISO 15223-1, po3aia 5.4.3
Hologic

JoTrpuMyiiTech iHCTPYKIIii 3

IEC 60601-1, Aosiaxosuit HoMep:

BUKOPUCTAHHS Tabanmsa D.2, 3Hak Oe3nexku 10
(ISO 7010-M002)
3acTepeskeHHs ISO 15223-1, nocuaanss 5.4.4

daraabpHa Maca o0AaAHaHH Ta
itoro OesreuHe poboye
HaBaHTa>KEHHsI

ISO 60417, nmocuaanusa 1321A

Bepx

1SO 7000, mocnaanus 0623

He mrabearosatu

ISO 7000, mocnaanmst 2402

OobMmeskeHHs 1rtabeAlOBaHHA 3a

ISO 7000, mocnaanmst 2403

o 9IEIB[-D;<JI=:I3]9®

K14BKICTIO
INonepeasxeHHs 1SO 7010, mocnaanns W001
3uak CE CBpornenchkuil peraaMeHT IIpo

BianosianicTs crangapTaM sKOCTi
Ta Gesriexn €spomnericekoro Coroay

BI/IpO6I/I MeAVNIHOTO HpI/ISHa‘IEHH}I
(EC) 2017/745
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt

3Hak CE 3 igeHTn}ikaniiHum Peraament MDR (€C) 2017/745
HOMEPOM HOTM(]IKOBAaHOTO OpraHy

Bwicr H/A

MicTtuts HaTypaAbHUI H/A
Kay4yKOBUI AaTeKC.

He micTtuts HaTypaapHOTO H/A
Kay4yKOBOTO AaTeKCy

ITiakaroueHHs yHiBepcaAbHOI H/A
nocaiagosHoi muHM (USB)

He pospisatn H/A

ITpuctpiit i3 mepeaiky CSA Paaa crangapris Kanaau
(Standards Council of Canada —
SCC) ta YopapaiHus 3

oxoponnm npani CIHA (U.S.
Occupational Safety and Health
Administration — OSHA)

® @ PIIYrn

o
Cc
wn

JaraabHe MeAu4He 00AaAHaAHHSI; Kaacudikanis UL
Hebe3IleKa ypa kKeHHs

\»ssu:,‘b €AeKTPUYHUM CTPyMOM,
MOKEXKHI Ta MeXaHiuHi HeOe3eKu
amnine 3riagao 3 ANSI/AAMI ES
XXXX 60601-1:2005 (AL:2012),

CAN/CSA C22.2 No 60601-1 (2014)
ta IEC 60601-1:2012

(1)
[(—
(7]

Ceprudikaria ETL Kanagcpka paga si crangapris
" (5CC) ta Yopasainasa CIIA
3 OXOPOHM ITpaLli Ta TeXHIKMU
Oesreku (OSHA)
Intertek
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt
—— 3uak INMETRO & ULBR Ceprudixkaris UL-BR INMETRO
(bpasnais)
X ¢
C1MBOA BTOPMHHOTO Unicode, mocnaanus U+267C
BUKOPVICTaHH:
YTuaisyiite eaeKTpudHe Ta Aupextusa WEEE 2002/96/EC
eAeKTpOoHHe 001aAHaHHSI OKPEMO
Bia 3BMYalHIX BiAXOA1B.
BianpasasiiTe y KomnaHiio
r— Hologic BuBeseHi 3 excriayararii
MaTepiaau, abo 3BEPHITBLCS 40
IpeACTaBHMKA 3 00CAYTOBYBaHHs
w ? IaenTudikaryis mamieHra ISO 15223-1, po3aia 5.7.3
Bebcarir 3 indopmarieio aas 1SO 15223-1, posaia 5.7.4
m narfieHra
[
o+ Ienrp oxoporu 320pos's aGo 1SO 15223-1, po3aia 5.7.5
Ad\ o
@ Aara 1SO 15223-1, po3aia 5.7.6
YuikaapHuit iaentudixarop ISO 15223-1, posaia 5.7.10
U D I HIPVCTPOIO
BiaxmanTu y Bunaaky 4opHoi Hologic
Reject if Dot Black | | «para
He mrosxatn ISO 7010, posaia P017

g He cnaitu ISO 7010, posaia P018
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MpoayKTu Ta eTUKETKU NPOAYKTIB ANsA NnpodinakTMku 3axBoproBaHb MOJIOYHOI 3ano03M Ta cKkeneTa
[Mocapin cumeonis

CrumMBoa Omc Crangapt

He HacCTyIlaTV Ha ITOBEPXHIO 1SO 7010[ pOS,Zl,i/l P019

lonizyiodye BUIPOMIHIOBAHHS, IO | 1SO 7010, po3aia W003
BUIIPOMIHIOETBCS I1ig, Yac I1ojavi

HaIlipyrm Ha peHTFeHiBCbe pr6Ky

IlorepeaxeHHst 1040 ISO 7010, posaia W009
HeoOXiAHOCTi BUKOPUCTaHHS

BiAIIOBIAHOTIO 3aXMUCTy

byapre obepesxHi 11ig yac miaiomMy | Hemae
Ba>KKIX IIpeAMeTiB

P> B> &

36epiraTu 110Aai Bi4 COHAIYHUX ISO 7000, po3aia 0624

N/
~ .
IIPOMEHIB
/I\\
Mictuts prasatn BS EN 15986
' DEHP Josigkosuii HoMep A.4
@ Mictuts HeOe3IeUHi peqoBIHN ISO 7000-3723
@ Kog xpainn aas nepekaasy 1SO 3166

Touka 3areMAeHHs 1SO-7010
Aﬁ
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