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IFU of Multiple Clip Reusable Applier

[ 7= 4 FK Product name)  FEMR IS S 73145 HL J¢ B 3% & it 2 #f Multiple Clip Reusable
Applier

[ #1530 H Model specification] MCA-12CL. MCA-10CM. MCA-10CS

[EM N Registrant] #1000 2547 B2 47 FR 2 5] Hangzhou Sunstone Technology Co.,
Ltd.

[ Ak Registered addressY  #iVL A UM T ER I B X AE IS 460 =5 1 5% )2 2F,
Building 1#460,Fucheng Rd.,Qiantan Area,Hangzhou,China

[ 774\l Manufacturer] At 264 BHE 4 A BR 22 7] Hangzhou Sunstone Technology
Co., Ltd.

[ A== Hitik Manufacturer’s address 1 #riLA& A0 T ARIE B X AR IEE 460 5 2 SHE— )=
)= 1F&2F,Building 2,#460, Fucheng Rd., Qiantang Area, Hangzhou, China

[ )5 AR5 LA After-sales service organization] MU &4 EHSG B4 A R A 7] Hangzhou
Sunstone Technology Co., Ltd

[ 477 L VFAJHIE 5 Production enterprise license number ]

[ /3 /HiF 5 Registration number]

[ 7= R ZE K %% 5 Product technical requirement number ]

(7 45K 2H % Product structure ] AFWSC i 70 T A5 FL IR R CRATR R FRIZE K
JEJEE HEH . ST AREEZE K . The Multiple Clip Reusable Applier(hereinafter referred
to as the applier) is composed of a proboscis, a joint, and a handle.

[ 7= & PEBE Product performance ] 3% Jx Jith I £ Sk 3 S A3 By v S0 £, NS A EERR |
RE BRI, MRS E . EREF AR RN, FHERT 360° H M, HAEieenS
BTG T4 H B % 3 . The head of the applier and the front end of the rod are matte,
without sharp edges, cracks, or burrs, and the rod should be straight. It should be smooth
when rotating the rod, the rod can be rotated freely 360°, and there should be no shaking that
interferes with use when rotating.

[ & A e Scope of application) A= i A ¥t 5 21 P a8 b, 80 38 e R~ 1 2 I &

BT SR 5 A P & A AEWROCE 73 145 4L % . This product is used as a delivery

and clamping device, and can be used for continuous delivery and clamping through the

puncture cannula of suitable size multiple polymer ligating clips.

[&f A5 Compatible model ]

R T AT A AR R AL TS Bk FREE R
Specifications of Specifications of multiple polymer Piercing
applier ligating clips. cannula size
NLC-CL-2. NLC-CL-3. NLC-CL-4.
MCA-12
¢ cL NLC-CL-5. NLC-CL-6 ¢12mm
NLC-CM-2. NLC-CM-3.
MCA-
CA-10CM NLC-CM-4.NLC-CM-5.NLC-CM-6 ¢10mm
NLC-CS-2. NLC-CS-3. NLC-CS-4.
MCA-1
CA-10CS NLC-CS-5. NLC-CS-6 ¢10mm
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2% =iE Contraindication] JC None

ARSI, 2R MR- PE VLB Precautions, Warnings and Instructions ]

L PN SR AT AR GER AR S 7> 74 30k)  (BUNRARE R S5 4L i
EHATHIAL T, AT TIAE R GRS, JRh e Y i A i e e
Fi. The product is recommended to be used in conjunction with the "Multiple Polymer
Ligating Clips" (hereinafter referred to as the ligating clip) produced by our company.
Please confirm the model of the ligating clip before use, and choose the suitable type of
applier for use.

2. RN KB AE 5 55 b R INHE B KB, IR T KA AL E R A48l The applier
must be cleaned and sterilized in time after use, and there is no need to disassemble it
during the cleaning and sterilization process;

3. RNt SR AR PRI e K T B S A5 FH S MV s i A R sl o AR B A . When
cleaning and sterilizing applier, avoid the use of corrosive solvents, avoid heavy pressure
or impact on various parts of the product;

[ 18 FH 1% BH Instructions for use ]

1. f# A4 A Check before use:

1.1 3% e e B 28 0 V5 U K B 25 52 4 - Applier should be cleaned and sterilized and

packaged in good condition.

1.2 BRI AR, Bk = RX5E, AMEAEAL. $E%I5 . When the applier is

closed, the two pieces of the applier’s tip should be aligned, and there should be no

misalignment or shaking.

2AHA LB RS N AT N RE (858 BURTEA B 3 H ) The following

operations must be performed by trained medical personnel (read the instructions for use in

detail with the illustration):

2.1 MRS M SERA LR, e B G G W IE K LR MR AL S, ik ik i 1%

Rt JE B R RS A %5 s According to the size of blood vessels or tubular tissues, the

appropriate ligating clip specification and model should be selected first, and then the

suitable applier specification and model should be selected.

2.2 KB EALME, BiALF W K it A B ; Check the resetting cap, which should be at the end

of the handle;

2.3 WA FARAUE R LA, AWK ANAHEY S, NEEHEM. BRANE;

Pull the clamping trigger to close the applier’s tip, and check that the tip of the applier head

should match each other, and there must be no misalignment or shaking;

2.3 BT AR UL B Sk AL, IRENHIERANL, v IEH HESE TP 28, s BALE, 2

6] 2| JRf7; Release the clamping trigger to reset the applier tip, pull the delivery trigger, it

can be pushed normally without obstruction; pull the resetting cap to make it return to its

original position;

2.4 AN RRBHN, K& G IHFRBREERIERKE (k) FEANZEEN, &8

FIESER M. F: @R RE AR N AE R4Sk Pull the locking buckle, put the

cartridge (with ligating clip) that has been buckled and removed the sleeve of cartridge, and

buckle the lock buckle to compress the cartridge. Note: The arrow mark of the cartridge
should point to the tip;

2.5 WRE A E NG, MALER R E 720, 2P0 AR HiEKE 6 ek,

B iEPBLARED 1 IR, SEHCE N 6; HIERE 5 MO, FkRblish 2 0, MEE
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BN 5 MR 4 BEERE, FERyLkEh 3 0k, EEE Y 4, HERE 3 MU,
WAL 4 K, MEEE DY 3; MR 2 MO, fiEplikeh 5 ok, E A
WO 2. MR, E R I O N & HARA s After the installation of the cartridge is
completed, depending on the difference in the loading capacity of the cartridge, operate
according to the following procedures: When the cartridge is loaded with 6 pieces, the
delivery trigger is pulled once, and the digital display on the is 6; when the cartridge is
loaded with 5 pieces, the delivery trigger is pulled twice, The window digital display is 5;
when the cartridge is loaded with 4 pieces, the delivery trigger is pulled 3 times, and the
window digital display is 4; when the cartridge is loaded with 3 pieces, the delivery trigger
is pulled 4 times, the window digital display is 3; when the cartridge is installed with 2
pieces, The delivery trigger is pulled 5 times, and the digital display of the window is 2. At
this point, the applier has entered the standby state;

2.6 Y, Rah I PHITRMUEEH 1 B2 SRS, @ 2 de st NS, B3E IS Ja R 0T
Je I #x ML ; When in use, pull the clamping trigger to close the tip, enter the abdominal
cavity through the trocar, and release the clamping trigger after entering the abdominal
cavity;

2.7 ﬁizjﬁmliﬁﬂ% O AR S HLIRHENEI K, (B F e e R B A A LR e A A
JE, R e BUE IR R B T3 R LI N T IR R Im AL B, BN RN &3 Kk 45
L Pull the delivery trigger once to make the ligating clip enter the applier tip, adjust the
clamping angle of the ligating clip by rotating the handwheel, place the blood vessel or
tubular tissue in the middle or end position of the ligating clip, and pull the clamping trigger
to fasten the ligating clip;

2.8 PR EH AL B A E R A5 HLIAE N I AH LR T RS I a5, 9 38 A0t e At
e NRE s dH 2, After toggle or visual inspection to confirm that the clamping state of
the ligating clip in the human lumen tissue is normal, the applier is removed from the
human lumen tissue;

2.9 HE 2728 Fia PR, RIK TR R S5 FL I Hik [ e« Repeat the steps shown
in "2.7, 2.8" to complete the delivery and clamping of the remaining ligating clips in
sequence.

3RS e R a, fishBALNE, EZ BIBREA, TR0, R 2%
[T B 2 R it R G R AR R T IR S S E b B D - After using the applier, pull
the resetting cap to return it to its original position; punch the lock to separate the used
cartridge from applier (the cartridge should be disposed of according to the relevant
regulations on medical waste).

Resetting ca
Locklng buckle  Sealing cap Handwheel Window STaEe cap
$EP:E ZEEC 8 4 g M %jwlla
M Insté‘llatlon dompartment - i
Er Flushing valve , '
D ;
Clamping trigger )
Lol | \ | Enathandlc
elivery trigger - —EE
5% L
WS AR A%

Internal documents are strictly prohibited from being circulated outside



[ /575 5 ‘K F Cleaning and Sterilization ]

1. PP Rinse: 3 At I LA T o S R BI/K o, LBRaESRANRIIS ). &
JE RSP BRI, R R A VS A, eI LR SN e AR 5 R EA L,
MBS 8] . ANIK T 120 #2;  the applier should be washed with running water in time
after use to remove contaminants on the external surface of the instrument; Then
connect the instrument flushing valve to initially remove the contaminants in the
instrument cavity. When flushing, the clamping trigger should be pulled more than 5
times, and the 1.flushing time should not be less than 120 seconds.

2. Wik Washing: R WA e/, NAEH & HIENE T ANR I 12~15 7
B, T LRGBS SR 5~10 708h, Pl 8 B MALTHTIHIRAS:  After the
applier is rinsed, the instrument should be soaked with a suitable medical cleaning agent
for 12 to 15 minutes, and then manually scrub or ultrasonic clean for 5 to 10 minutes.
The sealing cap should be open during washing.

3. FPE Rerinse: A MESRANER G, HHWRIKIZ UEESKE] % 1 &k H
JTEAT e R LI . is Sk S BE:  After the applier is washed, rinse
with running water according to the washing method in Article 1 of [ Cleaning and
Sterilization] until there is no residue such as blood stains, stains and rust spots;

4. ZREEYE Final rinsing: K FH Al A6 7K6] Tt S £ 3 ATV, EEBER ] Smin; Rinsing with
purified water, rinsing time Smin.

5. T Drying: 435 it J& 88 N SR TRAE A, BC5E iR B/ 8] : 85°C/30min; Put the
applier into the blast drying oven, set temperature/time: 85°C/30min;

6. K& Sterilization: HEFEE M i IS ZVUK VAT KIE, AMCKBEZEUT: KK
RN IEA AL CRHFRED . 2% K 77EH 102.8kPa~122.9kPa, K i
F¥ 121°C, # %5 K 1 &) 8] 20min . It is recommended to use high pressure steam
sterilization for sterilization. The specific sterilization parameters are as follows: the type
of sterilization equipment is internal circulation exhaust type (lower exhaust type), the
reference pressure range is 102.8kPa ~ 122.9kPa, the sterilization temperature is 121°C,
and the shortest sterilization time is 20min.

[ %, L3RR RFER] Samples of labels and packaging marks ]

W A8 FH WA 248 ] 3 0 P 45

o Read the instructions carefully before use
b et 4 H

S Avoid the sun

7‘ Avoid rain

A AR R

N

—_— on-sterile

[ fi 72614 J71% Storage conditions and methods Y i A7 EAH G EA KT 80% TLJE
PRYESAR. HiR. JEVENE M . Store in a clean room with a relative humidity not greater
than 80%, no corrosive gas, normal temperature.

(247 fR 5% Maintenance] 1. H {3 FH i 4G 734 it e B A Amack /SR PHARBIL - s 4l
WLIE B B =k 6 B B AR T /51451 ; Before use, check the delivery/clamping trigger of the
applier, the smooth movement of the delivery trigger, and no obvious deformation/defect of
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the applier tip;
2. HWHEEEE] KY4EPRIE—IK; Itis recommended to send it to the manufacturer for
maintenance once a year;

[ 4£7* H ¥ Production date] .7 i #5%% See product label

[ <% H B Expiration date] H 42/~ H # A8 A HARR 2 45, 547 o 3 2 A8 H A 8
i 750 ¥k, PAEF|H W AUE. The use period is 2 years from the production date, and a
single product cannot be reused more than 750 times.The validity period is based on which
indicator is met first.

[ %% N\ A= 4l ik % J5 20 Contact information] HLiE Tel: 0571-82862112

f& H Fax: 0571-82862332 %% Postal code: 310018
[ %85 5% %1 H 3 Manual preparation date] 2022 £ 11 H 10 H ~ November 10™, 2022
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