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Medical Device Recall Reporting Form
KE 7 EWB @ FHRE R

Product name Max-Core Registration license CFDA(D)20143150789, which was
FZ 5L A FR Disposable Core Number effective from Jan.28,2014 to
Biopsy Instrument | yEMHIF S5 Jan.27, 2018.
—RMEERE (B EedlEm () F2014 5
fh4: Max-Core) 3150789 5, XA E 2014 4F 1
H28HZE 20184 1 H 27H
Manufacturer Bard Peripheral Vascular, Inc.
e Y10\ 4

Responsible company,
person and contact in
China

SR R BT AL
AIRAREKRTT R

Bard Healthcare Science (Shanghai) Co., Ltd
BEETRE (LE) FRAR

Weiwei Sun/+86 21 61950999
PN 021-61950999

Cher Liu/+86 21 61950998

Xl B 021-61950998

Person and contact
information of recall

Weiwei Sun/+86 21 61950999
FINE7R 021-61950999

BEIT/EBERAFE | Cher Liu/+86 21 61950998

RAR X1 A 021-61950998

Indication The core needle biopsy device is intended for use in obtaining biopsies from soft
P EREEAHTEE tissues such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue

tumors. It is not intended for use in bone.
ZER RN ER TIREM. B, AR, . HELENERALERNERA
H, FERATER.

as Lot
RHE Bt S)

Recalling region and Australia, China, EU, | Product Model and Code MC1820
country Japan, Korea, Mexico, | ¥ &= MmAIS . #k&
W R X FE K Panama, Singapore,

Taiwan, and the U.S.

B|AFE. FE. BX

B, BX, HE. £

R, BED. #in

¥, BEMNE
Quantity of recall | 50 EA. Quantity of recall product be | SOEA
product including 50 14 distributed in China market | 50 {4
manufacture or import WEERETERSEER
VR AR (Bt 2
AE) #HE
Identification info Such | REYC2853
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Recall reason Bard Peripheral Vascular (BPV) became aware that a user experienced a needlestick :
B[ R H &k injury after Max-Core Disposable Core Biopsy Instrument self-activated during cleaning e

of the needle shaft. An increase in Max-Core Core Biopsy Instrument complaints for self-
activation led to the opening of a Quality Event to investigate the increase in failures.
Users of the device are a risk of injury if the device inadvertently self-activated during
handling or cleaning while the needle is in place. Bard Peripheral Vascular (BPV) has
confirmed that the above product code / lot number may be at risk of having self-
activation-related issues. :
EEBPVA B Y B F B 7~ — AN F Xt Max-Core— IR M VE R SH4H AT #EAT IR Ve AT
EHE BER, FBOZA SRS . Max-Core— K IEHEH B R VAR IALRE |-
FHZ, HRERAFERETTREZEURERRE. AREERABGER™= R, |
AREFEF EMABRGHRK. BEBPVARMAU L=RESM ST RFER

BORAR K 1A R R -
Recall actions For all affected products, stop to distribute and use and place in quarantine
A EATEhfREIR immediately, send this recall notification to relevant distributors or hospitals and

getting the affected product returned.
Y tE R A EHER B = S LEME IEEERE A, A E = RREE . «l%iiﬁ 1B

ﬁﬂ%—ﬁﬂxﬁt/]\@@?ﬂl’]m?ﬁ ZHEEER, ZEREEZEWE
bbltfs/(,/?}

Seal of the reportj g‘% ﬁén‘% (j 48

3 Signature of T
% ’/‘ Y b al ﬁ_r)—_%A: (%‘E?) éd\ﬁyt/)\
Signature of the épé 113g~ person ;.- Reporting date
¥ W5 2015-4-20
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