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No.28 Ku;xmg Road, Jlanyang Sichuan~PEOBEE 's REPUBLIC OF CHINA
EC- Representatlve Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, GERMANY

Product Name: Disposable Plasma Apheresis set

Model Number: P-1000B1. P-1000B2. P-1000B3. P-3000. P-3001. P-4004. P-4007.
P-4009. P-4011. P-4013. P-4014. P-4017. P-4117. P-4018. P-4019. P-4319. P-4021.
P-4023. P-4025. P-4026. P-4027. P-4028. P-4217. P-5000. P-6000. P-6001. P-6002.
P-6003. P-6004. P-6005. P-6006.

UMDNS Code: 16901

NBOG Code: MD0102

Classification (MDD, Annex IX): IIa,rule3

Conformity Assessment Route: AnnelX III.1
We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards. All
supporting documentations are retained under the premises of the manufacturer. We are
exclusively responsible for this DoC.

DIRECTIVES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning
medical devices (MDD 93/42/EEC). Amended by DIRECTIVE 2007/47/EC of 5 September
2007

Notified Body: TUV SUD Product Service GmbH
Ridlerstr. 65, 80339, Minchen, Germany Digitally signed by Sarco Alexandru
NB Identification number: 0123 gg;:;ﬁ?i;‘ﬁgg@fgﬁﬁﬁgEST
(EC) Certificate(s) Number:G1 067972 0007 Rev.02 Location: Moldova
Expire date of the Certificate: May 26, 2024
Confirmation Letter: CL 067972 0012 Rev. 00
End date of extended validity/transition period: December 31, 2028
Start of CE Marking: November 3, 2009
Place, Date of Issue: Jianyz-;mg, 2024-05-13

Signature: é V7 [MM v,

Name: Liu nanjian

Position: General Manager of Sterile Medical Devices BU
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Model
Number

REF

P-3000

ASNOOP3000

- tubing”AC line with spike
Needle part: needle set
Bag part: one(1) x 1000ml collection bag

P-1000B1.
P-1000B2.
P-1000B3

ASNP1000B1
ASNP1000B2
ASNP1000B3

Bowl part: bowl
Tubing part: tubing, saline line with spike
Bag part: mixed bag, collection bag, waste bag

P-3001

ASNOOP3001

Bowl part: bowl

Tubing part: tubing, AC line with spike

Needle part: needle set

Bag part: saline line with spike, one(1) x 1000ml
collection bag

P-4004

ASNOOP4004

Bowl part: bowl

Tubing part: tubing with luer lock connection, AC line
with spike

Bag part: one(1) x1200ml collection bag with clamp

P-4007

ASNOOP4007

Bowl part: bowl

Tubing part: tubing with luer lock connection, AC line
with spike

Bag part: one(1) x 1200ml collection bag with two
transfusion ports, saline line with spike, air filter,

Vacutainer

P-4009

ASNOOP4009

Bowl part: bowl

Tubing part: tubing with luer lock connection ,
Vacutainer, AC line with spike

Bag part: one(1) x 1000ml collection bag with two

transfusion ports, saline line with spike

P-4011

ASNOOP4011

Bowl part: bowl

Tubing part: tubing with luer lock connection, sampling

bag, Vacutainer, AC line with spike

Needle part: Nipro fistula needle with safety device

2/6



®

NIGALE
i

SICHUAN NIGALE BIOTECHNOLOGY Co., Ltd.

P-4013

ASNOOP4013

Tubing part: fubing with luer lock connection ,

Vacutainer, AC line with spike
Bag part: one(1)X1000mi collection bag with two
transfusion ports, two(2) X 500ml collection bags with

two transfusion ports, saline line with spike

P-4014

ASNOOP4014

Bowl part: bowl,

Tubing part: tubing with luer lock connection, AC line
with spike

Bag part: four(4) x1200 ml collection bags, saline line

with spike

P-4017

ASNOOP4017

Bowl part: bowl

Tubing part: tubing with luer lock connection, AC line
with spike

Bag part: one(1)X1200ml collection bag, air filter,

Vacutainer, saline line with spike

P-4117

ASNOOP4117

Bowl part: bowl

Tubing part: tubing with luer lock connection, AC line
with spike

Bag part: one(1) X 1200ml collection bag, air filter,

Vacutainer, saline line with spike

P-4217

ASNOOP4217

Bowl part: bowl

Tubing part: tubing with luer lock connection, AC line
with spike

Bag part: one(1)X1200ml collection bag, air filter,

Vacutainer, saline line with luer lock

P-4018

ASNOOP4018

Bowl part: bowl
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with spike

Bowl part: bowl

Tubing part: tubing with with luer lock connection,
sampling bag, Vacutainer, AC line with spike
P-4019 ASNOOP4019 _
Needle part: Nipro fistula needle with safety device,
Bag part: two(2) x 1000ml collection bags with two

transfusion ports

Bowl part: bowl

Tubing part: tubing with luer lock connection,sampling
bag, Vacutainer, AC line with spike

P-4319 ASNOOP4319
Needle part: Nipro fistula needle with safety device,
Bag part: two(2) x 1000ml collection bags with two

transfusion ports, saline line with spike

Bowl part: bowl

Tubing part: tubing with luer lock connection, AC line
P-4021 ASNOOP4021 | with spike

Bag part: one(1) x1200ml collection bag with two

transfusion ports, saline line with spike

Bowl part: bowl

Tubing part: tubing with luer lock connection,sampling
bag, Vacutainer, AC line with bacterial filter, drop
chamber, spike

P-4023 ASNOOP4023
Needle part: Nipro fistula needle with safety device,
Bag part: one(1) x 1200ml collection bag with two

transfusion ports, three(3) x 600ml storage bags with

two transfusion ports, saline line with bacterial filter,

4/6



NIGALE
i B R

SICHUAN NIGALE BIO CHNOLOGY Co., Ltd.
m)”ﬁ!g%/ Bk

YR B IR AT

P-4025

ASNOOP4025

with spike

Bag part: one(1) x1200ml collection bag with two

transfusion ports

P-4026

ASNOO0P4026

Bowl part: bowl,

Tubing part: tubing with luer lock connection, sampling
bag, Vacutainer, AC line with spike

Needle part: Nipro fistula needle with safety device,
Bag part: one(1) x 1000ml collection bag with two
transfusion ports , two(2) x 500ml collection bags with

two transfusion ports, saline line with spike

P-4027

ASNOOP4027

Bowl part: bowl,

Tubing part: tubing , AC line with spike

Needle part: Nipro fistula needle with safety device,
Bag part: one(1) x 1200ml collection bag, six(6) x 200ml
collection bags with one transfusion port,saline line with

spike

P-4028

ASNO0P4028

Bowl part: bowl,

Tubing part: tubing with luer lock connection,sampling
bag, Vacutainer, AC line with bacterial filter, drop
chamber, spike

Needle part: Nipro fistula needle with safety device,
Bag part: saline line with bacterial filter and luer

lock ,one collection bag with two transfusion ports

P-5000

ASNOOP5000

Bowl part: bowl with one protective jacket
Tubing part: tubing with luer lock connection, AC line

with spike
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P-6000 ASNOOPE000 ’ % R saling line with spike, air filter,
\ ateifer ‘

P-6001 ASNOOPE001 k f;(i!]:e:é;té‘é; le, luer IGck connection, air filter,
Vacutainer

P-6002 ASNOOP6002 | bowl

P-6003 ASNOOP6003 | tubing

P-6004 ASNOOP6004 | needle set

P_6005 ASNOOPE0O05 plasma collection bottle, saline line with spike, air filter,
Vacutainer

P-6006 ASNOOP6006 plasma collection bottle, luer lock connection, air filter,

Vacutainer
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