MpoAayKTn Ta eTUKETKN NPoAyKTiB Ans npodinakTMKn 3axBopoBaHb MOJSIO4YHOI 3af103u1 Ta cKeneTta
mocapin cumBonis

e raocapiit cMMBOiB Ha IIPOAYKTax Ta eTuKeTKax KoMmaHnil Hologic, mpusnaueHnx 444 nmpogilakTukm
3aXBOPIOBaHb MOAOYHOI 324103 Ta cKeAeTa. BUKOpIUCTOBYIiTe 11eli raocapiit K 40ITOBHEHHsI 40 MOCIOHNKIB
AAs BalIOl IIPOAYKIII.

CumMBoa Onmc Cranaapt

Bukopncranusa anmre 3a perenitom | FDA 21 CFR 801.109

KonNLy

Heb6es3neuno aas ASTM F2503, mocnaaHH:

MarHiTHO-Pe30HaHCHOI tabaua 2, cumsoa 7.3.3;7.4.9.1;

Tomorpadii Puc. 9

YMOBHO 0Oe311e4HO A5 ASTM F2503, mocuaaHHs:
MarHiTHO-Pe30HaHCHOI Tabausa 2; 7.4.6.1; Puc. 6, 7

Tomorpadii

Ob6epexno — sunpominiosanns | Hologic

@ ABapiiiHa 3yIIMHKa Hologic

ITpucrocosano aas suxkopucranus | Hologic

( AIOABMU Ha iHBaAIAHIUX Bi3Kax
ApaiiBep IpuUCTPOIO Ta Hologic
- @'_ MiAKAIOYEHHS AVICTaHIIiITHOTO
KepyBaHH:

[1aara KepyBaHHS IIHYpOM Hologic
ApariBepa HpUCTPOIO

apaq .

ITigkA109€eHHST HOKHOTO Hologic
repeMuKayda
[1aata KepyBaHHS IIHYpPOM Hologic

HOJKHOTO IlepeMIKa4da

[Taara xepysanns Tpyokamu aaa | Hologic
COABOBOTO PO3UMHY

3|0 (1]
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CumMBoa Onmc Cranaapt
P o S Mepesxa Wi-Fi Hologic
-
®
HeGesmeka. 3oHa 3ameMAeHHs Hologic
PINCH
POINT
eB @ynkuist Bluetooth Hologic
AKyMyaAATOP Hologic
Dopmar aaTu: Hologic
YYYY nosnauae pix
YYYY-MM-DD .
MM no3Hayae Micsib
DD niosnauae aeHbp
m BumMukau Hologic
""""""""" N Posmimryiite 061aaHaHH 3a Hologic
Eig/:sm“g Me>KaMI OTOYeHH:I Malli€HTa
\ PATIENT ‘
EwROHENT
Ilepexkaaan y BikHi Hologic
Translations in Box
. PeecrpaTop Temneparypu Hologic
Temp Logger Activated| |~ .
Cepiiinnii HoMep peecTparopa Hologic
Temp Logger SN TeMIlepaTypu
ApTukya Hologic
P/N
Peaaxirist Hologic
REV i
Howmep moaeai Hologic

Model
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CumMBoa Onmc Cranaapt
KizpkicTp Hologic
ary
| SEW SHlPPEDl Hagicaana Bepcis mporpaMHOro Hologic
3a0e3reueHHs
| : Howmep Bepcii nporpamHoro Hologic
SFW VerS|on|
3a0e3ITe9eHHs
I APPLICATION INSTALLATION I Bcranosaenns mporpamun Hologic
Verified By ITepesipeno Hologic
CASE Konreiinep (kopobka abo Hologic
yI1aKoBKa)
VC Koz nocravaabHnka Hologic
Made in USA Burorosaeno 8 Crmoaydyennx Hologic
IMraTax AMepuxn
Made in Costa Rica Burorosaeno B Kocra-Pirii Hologic
I Assembled in Costa Rica I 3iopano B Kocra-Pimi Hologic
Made in China Burorosaeno s Kurai Hologic
I Made in Mexico I Burorosaeno B Mekcuiii Hologic
. . Burorosaeno B Taiaanai Hologic
Made in Thailand A 8
ITatentn Hologic
Patents &
USA I REP IIpeacrapaux y CIIIA Hologic
LATER AL ARM TiabKuM A5 BUKOPUCTaHHS 3 Hologic
U SE ONLY OiuHMM BackeaeM
Tiapky 4451 BUKOPUICTaHHA 3 Hologic

Q.C. Use Only

METOIO KOHTPOAIO SIKOCTi
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CumMBoa Onmc Cranaapt

PospanTaxkTe 110 CTOPOHY Hologic

UNLOAD THIS SIDE

Haxuaits 110 cropony Hologic

RAMP THIS SIDE
Po3baokoBaHO IEC 60417, mocuaanss 5569
«YBIMK.» (>kuBA€HH:1) IEC 60417, mocuaansns 5007
«BMIMK.» (>kuBAeHHS1) IEC 60417, mocuaanus 5008
3anoOiKHIK IEC 60417, mocuaanus 5016
daxmcHe 3a3eMAeHHs IEC 60417, mocnaanms 5019

Kaema supisHioBanH: noteniasis | IEC 60417, mocunaannsa 5021

<4 @[ O]—m

3MiHHMI CTPyM IEC 60417, mocuaauns 5032
Hebesneuna Hampyra IEC 60417, nocuaanns 5036
ITs1 cuctema niepegae IEC 60417, nmocuaanus 5140

pagiouacrotHy (PY) enepriio

o

n
e
S
\_/

(HeioHi3yIOUe eaeKTpOMarHiTHe
BUITPOMiHIOBAHHST)

° Poboua uacruna Turry BF IEC 60417, mocuaanust 5333

r

o Poboua yactuna tumy B IEC 60417, nocmnaans: 5840

! Mepexxa Ethernet IEC 60417, mocuaaums 5988
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Ommnc

Cranaapt

ITonepea>xeHH:: eaeKTpUKa

IEC 60417, mocnaamsst 6042

USB

IEC 60417-1

3ab10K0BaHO

IEC 60417-1 ISO 7000-5569

«YBIMK.» Ta «BMIMK.» — IEC 60417-5010
( | ) >KMB/AEHH:1 KOMIT'I0Tepa Ta

AVICTLAES

3a3zeMAeHHs IEC 60417-5017

ITpucrpiii, ayTausuii 40 IEC 60417-5134

€4eKTPOCTaTUIHOIO PO3PsAY

«YBIMK .» aa51 yactuau IEC 60417-5264

o0aaaHaHHSI

ITepemuxau «KnpaeHns IEC 60417-5264

KOMII'IOTepa yBiMKH.»

ITepemukau «Komm'rorep B
PpeXXMMi O4iKyBaHH»

IEC 60417-5266

/Jl’)XepeAo peHTTeHiBChbKOTO IEC 60417-5338
BUIIPOMIHIOBaHH
Ipairoe axepeao IEC 60417-5339
PEeHTIeHiBCbKOTO
BUIIPOMIHIOBaHH:

T\

2 2 { Pagianiianii giastp IEC 60417-5381
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CumMBoa Onmc Cranaapt
He szanyprosatu B piauny IEC 60417-5995
Ob6aagnaHH: akcecyapis IEC 60529

IPX8 IMiAXOAUTD AAS IIOCTIITHOTO

3aHypeHH: y BoAy (40 1 M
3aHypeHH:A Ha 1 roguHy)

o 3axu1eHnit Bia Opmn3ox IEC 60529
Boga, 110 BukmgaeTbcs 1IEC 60529
IOTY>KHVMY CTPyMEHsAMMU Ha
o01aaHAHHS YU akcecyapu 3
IPX6 ep

OyAb-sIKOTO HaIIPsIMKY, He
IMMOBMHHA MaTU IIIKiAABOTO
BILAVMBY

3axuIeHunnn Big oOMexeHOro IEC 60529
IIPOHUKHEHH: 1Ay, Oe3
NIKIAAVMBUX BiagKAaA€Hb.
IP54 3axuIreHnit Big OpMusok soau
3 OyAb-sIKMX HaIIPSAMKIB,
AOITyCKaE€ThCsT OOMesKeHe
IIPOHUKHEHH:

3axuIreHnit Bia TeepAnx IEC 60529
CTOPOHHIX IpeAMeTiB giaMmeTpom
IP 12,5 MM i Biap1re. 3axucT Big,

22 BEPTMKaABHO I1aAal0uMX KpareAab
oAy mpu Haxuai KOPITYCY ne

Oiaprre 15°
MD Meanannit IpuUcTpin ITpoexr ISO 15223
I Bupobuuk 1SO 15223-1:2016, mocuaanms 5.1.1
YIoBHOBa>keH!I1 TpeACTaBHUK y 1SO 15223-1:2016, mocnaanms 5.1.2
EC |REP €spornericokint CriabHOTI
[I Jarta BUpoOHUIITBa 1SO 15223-1:2016, mocnaannst 5.1.3
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CumMBoa Onmc Cranaapt
g Tepmin npugatsocti ISO 15223-1:2016, nocmnaanus 5.1.4
Kog naprii 1SO 15223-1:2016, mocnaanmst 5.1.5
LOT
Howmep 3a xaTaaorom ISO 15223-1:2016, mocnaans:t 5.1.6
REF
CepirtHuit HoMep ISO 15223-1:2016, mocnaanu: 5.1.7
SN
STERILEIEO IIpocrepnaizosano ISO 15223-1:2016, nocuaanns 5.2.3
€TUAEHOKCUAOM
ITpocrepuaizosano 1SO 15223-1:2016, mocnaanms 5.2.4
STERILE| R poctep
OIIpOMiHeHHsIM

@

He crepmnaisyBaty HOBTOpHO

1SO 15223-1:2016, mocnaansst 5.2.6

o\

>

HecrepuasHo

1SO 15223-1:2016, mocnaanus 5.2.7

®

He BuxkopucrosysaTy, SIKIIIO
yIaKOBKa ITOIIKO/A>KeHa

1SO 15223-1:2016, mocnaanus 5.2.8

Obepe>xHO, KpUXKe

1SO 15223-1:2016, mocuaanus 5.3.1

306epiraTu B cyxomy MicIi

1SO 15223-1:2016, mocnaaums 5.3.4

Hicxns meska TeMIiepatypmu

ISO 15223-1:2016, nocuaauusa 5.3.5

Bepxns mesxa Temmepatypu

1SO 15223-1:2016, mocnaansst 5.3.6

'
y
i
{
I

ObMmesxeHHs TeMIiepaTypu

1SO 15223-1:2016, mocuaanust 5.3.7
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CumMBoa Onmc Cranaapt

OOMes>KeHHsT BOAOIOCT1 I1SO 15223-1:2016, mocnaauust 5.3.8

Obmesxenns armocdepHoro tucky | 1SO 15223-1:2016, nmocuaansst 5.3.9

He BuxopucToByBaTH HOBTOPHO 1SO 15223-1:2016, mocuaanust 5.4.2

3BepHiThCA 40 eaeKTpoHHOI Bepcii | ISO 15223-1:2016, nocuaanus 5.4.3
IHCTPYKIIil 3 BUKOPUCTaHHS

2@

www.hologic.com/package-inserts

j 3acTepesKeHHs ISO 15223-1:2016, nocnaanusa 5.4.4
3araapHa Maca 004agHaHHS Ta ISO 60417, nocnaanns 1321A
itoro Gesrreyne poboue
HaBaHTa>KeHH:

t t Bepx 1SO 7000:2014, mocnaanms 0623
]
X He mrabearoBatu 1SO 7000:2014, mocnaanms 2402
E ObOMesxeHHs IITabe AI0OBAHHS 3a 1SO 7000:2014, mocnaanus 2403
IE K1ABKiCTIO

.z 3oHa 3aIeMAeHHs 1SO 7010

f ITontepeasxeHHs ISO 7010, mocuaanust W001
c € 3nak CE 3 igenTudikariimamm Peraament MDR (€C) 2017/745

HOMepPOM HOTM(]IKOBaHOTO OpraHy

g

Bwmicr H/A
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CumMBoa Onmc Cranaapt

He micTuTh HaTypaapHOroO H/A
Kay4yKOBOTO AaTeKCy

ITiaxaroueHH:1 yHiBepcaabHOI H/A
rocaigosHol iy (USB)

@ @

He pospizatn H/A
ITpucrpiii i3 mepeaiky CSA Paaa crangapris Kanaan
(Standards Council of Canada —
SCC) ta Yrpapainn: 3
oxoponn npani CIIA (U.S.
c us Occupational Safety and Health
Administration — OSHA)
daraabpHe MeAyyHe 00AaAgHAHHS; Kaacndikaris UL
HeOe3IIeKa ypaskeHHs
Q\}SSIF/“’O €eKTPUYHUM CTPyMOM,
IIO>KEeXXHi Ta MeXaHiuHi HeOe3ITeKn
H us auitne 3riguo 3 ANSI/AAMI ES

XXXX 60601-1:2005 (AI:2012),
CAN/CSA C22.2 No 60601-1 (2014)
ta IEC 60601-1:2012

3nak INMETRO & ULBR Ceprudikanis UL-BR INMETRO

I @ (bpasnais)

Seguranca

CuMBOA BTOPMHHOTO Unicode, nocuaanns U+267C
BUKOPVICTaHHs

YTnaisyiite eaeKTpudHe Ta Aupexrusa WEEE 2002/96/EC
eAeKTpOHHe 001asHaHHS

OKpeMO BiJ 3BMYalHUX BiAXOAIB.

Biampasasitte Hologic suseaeni

pr— 3 excIiayaTanii MmaTepiaan, abo

3BEPHITBCS A0 MpecTaBHIKa

3 00CAyTOBYBaHH:I
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