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A ASPFDATBIBSS ?

FDASEIZE
EE%E : I am the truth

You have provided EMC testing in Tab 017. However, we are not able to locate the
essential performance of your device or specific pass/fail criteria. As outlined in Annex
[including Table I.1 of IEC 60601-1-2:2014, a given medical device should have specific
pass/fail criteria and a device specific statement regarding essential performance or
rationale for why the device has no essential performance. Therefore, please provide
this level of specific information for your EMC testing and particular device to provide
support for the provided EMC testing. This information is necessary in order to
evaluate the electromagnetic compatibility of the subject device.

PR ¢ HESORBUEATN
P4 EFDABIEZ ?
FDAEE

EES%E : [ am the truth

From the documentation that you have provided, it is not clear what has been decided
upon to be essential performance criteria for the device. Please provide a discussion
regarding your essential performance criteria and how this essential performance was
tested (for example in your IEC 60601-1 and IEC 60601-1-2 testing). In addition, your
user manual should discuss what the device user should expect and what actions they
should take if the device loses essential performance. Please review your user manual,
and add as appropriate what the user should expect and actions to take should the
device lose essential performance. This is needed to help ensure that the device can
be used safely and effectively.
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FHLNIHEFDABIBE ?

FDASEZE
EEAEE : I am the truth

In your EMC test report (Supplemental file 002, Section 3), you have stated that the
equipment under test was operated during the measurement. However, we are unclear
if the device' s essential performance is being tested throughout testing (please also
see the above deficiency regarding the essential performance). We are also unclear
how the device functions (particularly, SpO2 and PR measurement) have been
evaluated during the EMC testing. Please provide a full test report to demonstrate how
the device’ s essential performance is maintained. A full test report includes objective
of the test, description of the test methods and procedures, study endpoint(s),
predefined pass/fail criteria, results summary, and conclusions. The Agency requires
this information to assess electromagnetic compatibility of your device.

I AZEHFDABIBSS ?

ZFD (GF)
= IMEY

FDAEZE
EER%E : [ am the truth

IREABPEEZR60601- 1RV ERZI H=-RREA4AEE | Essential Performance, IXEMEREE Y.
A ARELTHAY/ RS SR RIR R E AN E SN ERE | B XA AT RNER
Rl ZAE60601-1HER |, HhiEmT TRAIREMEE , FHAN60601-1F160601-1-21W% , A
TEIREE R hFI i Etas | I EFEERMEEENA, | IR EHE , AR SERENNE
i, XESEERARESIHIEE60601-1F160601-1-20ldd |, aNAxEAMESHT 7 | Tt
i, LIRAIEESER.

] PIREERAEIRTT R

LBRR S D ERE X RN ET
60601-1 BYIR &k

60601-1-2 R L th

Bt FERWKEETRENTANAR,

tables “General product information”

SEMNEIRENXHEN, FRANEERSEFRENERME,
HRX: AEREPEXUEMRNETENERMERE, HPBERERNIIES UKL pass/fail BDEN,

and clause 4.3 essential performance;

2.3. Short description of the Equipment under Test (EUT) and 2.6 IMMUNITY pass/fail criteria.

|~




BRETHEMTRERPRMAIEFRNERER, MARRREMER

58148, ERAKRUEEERARS (BRETHMERAHREMZAEEESRN), ESRUSEESHRARSTRERH
R, ESETHRMERBBEANEMARZERETHMEAPREIMBREY, BEHESHITARNEXXGHTHEE,
EfTSEMBIEAEMATRET RNERBR, EZMRA, RTNRIEFRZEER, HNRIEFRBRER.

PR iE A H R BT AR A

1. X7/ XBEMHERMEZ AR ITAEEMM ST, /3 AN ZAHE XTI,

2. ERAAFRYEREFFRNERBTLEME, HUEPRERNNE, REERBR. #ERRLEBER. RIFHEIAF M
NHRE;

3. XM/ RGN T REIRE A ERR SRR B RIFETE .

UEFEIGu AR AS KA. BoIRAEMSE, BENGE,
RBREEXETRMEAX T RERPRREMHENER, EFSMTMHREAERAREERENS

AR R E AR
RABXNIERR

[ |

” ﬁﬁﬁ%%%ﬁﬂ%@&ﬁ%ﬂﬁﬁuﬁ,%ﬁﬁ%%%%%ﬁﬁ%,ﬁfkrﬁﬁﬁ?%ﬁﬁ%m%ﬁ%ﬁi%%ﬂ@%ﬁ%o“

|~



Erraiilse —HkhE

Medical Device Single Audit Program
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New lithium battery requirement for FBA sellers

B US Announcements

o ‘"

Effective January 1, 2020, batiery manufacturers and distnbutors must Erowde a lithium baﬂeg- lest
summary, per a United Nations standard Known as UN 38 This new EH}DEF rguuem&nt EEEH?S 4]

UM Gaflenas and producis containing ithium battenes

\When selling on FBA, you are responsible for obtaining this test summary for any ASIN that you sell
Failure to provide this summary may prevent vou from selling the product on Amazon. [n addition, any
Unis of this lﬂglﬁ N OUT TUNTIMENT ¢ enters may be disposed of al YOUr expense

Upiocad the test summary at Uplcad required iithium battery tes! summan 4 which also provides
further Information b

1, RS EEBN ™R

EH, STDHBHEEEKETEL BN, EXE820205F 181 BE, SitfERMMAHRmLMRERSERE UN38.3 iR4tiE @8t
HEME, X—HNEREREATFHRENEEBNSEBMHN MR,

2, UN38.3 It E

ZEREEZIRT 2019-2020 REFREMAR (ERYRTSMTEHRALEN ) ME, BI: 2003 F 6 B 30 HLAGEFHEEMTH
BHEBNTIEFNEENHEERLARMEKESE CGARMTEFR) E=BHE 38.3 N\HE 38.3.5 RAENXWME (LATER
UN38.3 i E), 82020 £1 A1 B2, UN38.3 HRMEBURBLREA(BEMZAE BATF)FHXAR.

3, TEHR (FBA)

SREFEHTSHMR (FBA) EXHEF RN, XANET—KEE LAFREREIRRE (ASIN) 24 UN38.3 iHKHE, sUTS
BDEEFERSHE R, BFENREER, thAIRKE,

4, HERARBERER

FATSHER, RTEGEEMTRH UN3S.3 XBIRENLETEREN,, FRELEEN
http://sellercentral.amazon.com/fba/lithium-battery-test-summary/index.html # “ H{ERENEEMIRBTE" o L&
HEHEER

B ELCRAmMEEHMEEEEM UN38.3 HIEREMLEERS, MG FBA B EEMIXEREMNEERSHITHRIBE, HiE
REMNETRENBAESHES UN38.3 IO ME, EREM UN38.3 iIHKHE.
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