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Manufadurer: sichuan Niga丨e

No.28Kuixing ROad,Jianyang,sichua刂 s REPUBLlC OF CHINA

Eiffestrasse80,20537Hamburg, GERMANY
Producf Name: D;sposable Plasma Apheresis set

ModeI Number: P-1000B1、  P-1000B2、 P-1000B3、 Pˉ3000、 P-300彳 、 P-4004、 P彳 007、

Pˉ0009、 P-401彳 、P-0013、 P砰014、 Pˉ4017、 Pˉ4117、 P艹018、 P砰019、 Pˉ4319、 P丬021、

Pˉ4023、 P砰025、 Pˉ0026、 Pˉ4027、 Pˉ4028、 P丬2日 7、 P-5000、 P-6000、 P-6001、 P-6002、

P-6003、  Pˉ6004、  Pˉ6005、 P-6006。

UMDNs Code∶ 16901

NBOG Code∶ MDO冂 02

C丨assi】cation(MDD,AnneX lX): Ⅱa,ruIe3

ConformItyAssessment ROute:AnneⅨ  III.1

We herewkh decIare that the above menuoned pr°duCts meet the transposit∶ on into

na刂onaI lalyⅡ 1`∶ the provisions of the fOIlowing EC Counc∶ l Direct:ves and standards。  AlI

supporting documentations are retained under the prernises of the manufacturen VVe are

excIusiveIy responsib|e forthis DoC.

DIRECTIVEs
General appIicable directives:

Med忆al Device Dired~e: C0UNClL DlRECTIVE93/+a`EEC of14June1993concerning

medical de叫 ∞s(MDD9s/02'EEC).Amended by DlRECTIVE2007`47`EC Of5septemoer
2007

NOtiⅡed Body:TUV sUD Product seⅣ i∞ GmbH
RidIerstr.65, 80339, M口 nChen, Germiany

NB ldenti】 cation number∶ o123
(EC)CertⅢcate(s)NumberG1o679720007ReV。 02
Expire date ofthe Ce吐 iⅡCate∶ May26,2024
Confrrna刂 on Leuer cL O6797200日 2IReV.00

End date of extended vaⅡ dity及 rahsⅢ on period∶ December31,2028
start of CE Marking: NOvember3,2009

ECˉRepresentat~e: shangha"ntemauonal Ho丨 ding Corp^GmbH(Eur° pe)

PIace,Date oflssue: JIanyang, 2024-05-日 3

Name: Liu na叫on

PosItion: Genera丨 Manager of sterⅡ e Med忆a丨 Dev∶ces BU

1/6



f奢::1sICⅡ

UANJ;丨
I∶坌击甚1诺犁骷菡蕨蔷畲罨≡:菖

°L°(3Y(co。 ,LJtd。
扌丞艮/9、 i舀两

觯 槲
Model

Number
REF str

Pˉ3000 AsNOOP3000
帑  i庀讠舐眯
Need丨e pa吐 : need丨 e set.氵

Bag paFt: one(1)X1000n11∞ Ⅱection bag

P冖 1000B1、

Pˉ 1000B2、

P-100083

AsNP1000B1
AsNP1000B2

AsNP1000B3

BOwl part: bowl

Tubing part: tubing,saⅡ ne Iine、″ith spike

Bag pa吐 : fniXed bagI coⅡec刂on bag,waste bag

P-sO01 AsNOOP3001

BOwl pa吐 : bowI

TVbing pa吐: tub∶ ng,ACI:ne、″汪h spike

NeedIe part: needIe set

Bag part: saⅡ ne line、″ith spike,one(1)X

Col丨ection bag

1000n△

Pˉ4004 AsNOOP4004

BOwl pa吐 :bowl

Tubing pa吐: tubing、″弦h luer丨 ock connedion,AC line

With spike

Bag pa吐 : one(1)x1200rnI coⅡ ection bag、″亚h cIamp

Pˉ4007 AsNOOP4007

BOWl part: bowl

Tub:ng part: tubing、″Ⅱh Iuerlock connection,AC line

With spike

Bag part: one(1)x1200rnl coⅡ ed∶on bag、″kh`″o

transfusion poHs,saIine Iine、 ″ith spike,air flte1

Vacutainer

P叫009 AsNOOP4009

BOWI pa吐 : bowl

Tubing part: tubing、″kh luerIOck connedion,

Vacutaine1AC丨ine with spike

Bag part: one(1)x1000n11CoIleCtion bag、 ″kh tWo

transfusion po吐 s,saI∶ne!ine、″扯h spike

P饣4011 AsNOOP4011

BOwl part: bowl

Tubing part: tubing、″ith IueΓ lock Connection,sampⅡ ng

bag,Vacutaine1丿
`C line、

″kh spike

Needle part: Nipro f⒗ tula need丨 e vv∶th safety dev汜e
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Bag

With

Pˉ4013 AsNOOP4013

BoWI p

Tubing part: tub:ng、Ⅳith IuerIOck connec刂 on,

Xracutainer,AC Ⅱne with spike

Bag part: one(1)× 1000ml coⅡ ection bag v旧 th mo

transfuson ports,two(2)× 500ml∞ IIeC№ n bags wⅡh

b″o transfusion po吐 s,saline丨 ine、″kh spike

Pˉ4014 AsNOOP4014

BoWl part: bowl,

Tubing pa吐:  tubing、耐 h luerlock∞ nnectlon,AC line

wkh spike

Bag part: fourl4)x1200rn丨 Co"ec△ on bags,saⅡ ne丨ine

With spike

P艹017 AsNOOP4017

BoWI paFt: bowI

Tubing pad: tubing、″kh luerlock connection,AC line

With spike

Bag part: one(1)× 1200rnI∞Ⅱedion bag,air fllt叱

Vacutaine氏 saⅡne Iine、″ith spike

Pˉ0117 AsNOOP4117

BoWl pad: boWI

丁ub∶ng part: tubing、″ith IuerIOck conneC1on,AC Ⅱne

With spike

Bag part: one(1)× 1200rnl collection bag,air Ⅲte1

Vacutaine1saⅡ ne line、″ith spike

Pˉ02彳 7 AsNO0P4217

Bow丨 part: bowI

Tubing part: tubing、″Ⅱh丨 uer丨ock connedion, AC line

W改h suke

Bag part: one(1)× 日200n11ooⅡe雨on bag,air】 ke1

Xracutaine∴ saⅡne丨 ine、″1h Iuer|ock

P砰018 AsNOOPdO18 BoW丨 part:bowl
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sICHUAN NIGALE BIoTECⅡ NOLOGY Co。 ,Ltd。
滴铄    四川南格 限公司

W汛h spike

罴:∶
″抵h spIke

l丨 CoⅡedion bags,saⅡ ne line

P4019 AsNOOP4019

BoWI part: bowI

Tubing part: tubing、″ith、″ith luerlock connection,

sampIing bag,Vacutaine1丿
`C Iine、

″没h spike

Needle pa吐 :Nipro fstuIa needle w⒒ h safety device,

Bag pa吐 : tWo(2)x1000n1I collection bags、 ″ith加o

t了ansfusion po吐 s

P-0319 AsNOOPi319

BOWI pa吐 : boWl

Tubing pa吐 : tubing、″ith Iuerlock connec刂 on,sampⅡ ng

bag,ˇbcutaine1AC丨 ine、″kh spike

NeedIe part: Nipro俏stula need|ew⒒h safety de叫∞
,

Bag part: 枷o(2)x1000nll coⅡ ection bags、″Ⅱh tw°

transfusion p°ds,saⅡne Iine、″kh spike

Pˉ4021 AsNO0P4021

BOWl part:bowI

Tubing part: tubing、″ith丨uer|ock connedion,AC"ne

WⅡh spike

Bag part: one(1)x1200rrll Colledion bag wⅡ h two

transfusion ports,saⅡ ne line、″Ⅱh spike

P砰023 AsNOOP4023

BOWI part: bowl

Tubing pa戊: tubing、″ith luerlock connec刂 on,sampⅡ ng

bag,Vacutainer,AC Ⅱne、″时h bacterial fIte1drop

chambe1spike

NeedIe part: Nipro飞 tuIa needIe v呐 th safety dσu∞
,

Bag part: one(1)x1200rnl coⅡ edion bag、″砒hb″o

transfusion po吐 s,three(sl x600ml storage bags wⅡ h

bMo transfusion ports,saⅡ ne!ine、″kh bacterla1】 丨te1
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P丬025 AsNOOP4025

BOWl

Tubing

Wkh spike

Bag part: one(1)x日 200nll coⅡ eCtion bag、″ith tWo

transfusion ports

lueFlock connedion,AC Ⅲne

Pˉ0026 AsNOOP4026

BOWl pa吐 :boWl,

Tubing part: tubing、″kh IuerIOck conneC刂 on,sampⅡng

bag,Vacutaine1`\C line、″⒒h spike

Needle part: Nipro flstula needIe、 J、

`ith safety device,

Bag pa吨 : one(1)x1000mI coⅡ ec刂on bag、″⒒h仑″o

廿ansfuoon ports,枷o(2)X500mI Collection bags wkh

two transfusion ports, saline line、″ith spike

P砰027 AsNOOP4027

BOWI pa吐: bowI,

Tubing part: tubing,AC line Wkh spike

Needle part: Nipro fstuIa needIe、 J飞

`ith safety device,

Bag part:one(1)X1200rnl∞ Ⅱed∶on bag,six(6)x200n11

collec刂on bags、″
"h one transfusion poft,saⅡ

nθ line、″ith

spike

P-0028 AsNOOP4028

BOwl part: bowl,

Tubing pa戊 : tubing、″Ⅱh Iuer丨 ock connection,sampⅡ ng

bag,ˇbcutaine1丿

`C line、

″⒒h bade"al f丨 te1drop

chambe1spike

NθedIe part: Nipro fstuIa needle、 ″、
`ith safety device,

Bag part: sa"ne line、″吐h badeHaI Ⅱlter and luer

loCk,one GoⅡection bag、″沈h tWo tΓansfusion pods

P-5000 AsNOOP5000 AC Ⅱne

BoWl part:bowl wkh one protedive jacket

Tubing pa吐 : tubing、″沁h luerlock conneCtion,

With spike

oLOGY Co。。Ltd。
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Pˉ6000 AsNO0P6000
sa∶ ine丨 ine、″ith spike,air ⅡIte1

Pˉ0001 AsNOOP6001
引溏 磁 ⑾ 咖 咖 1

P-6002 AsNOOP6002 boWl

P‘6003 AsNOOP6003 tubing

P-6004 AsNOOP6000 needle set

Pˉ6005 AsNOOP6005
pIasma cOIIection bo钍Ie,saⅡne Iine、″

"h spike,air fl№
1

Vacutainer

P-0006 AsNOOP600s
plasma coIledion bo仕 Ie,IuerIOck oonnection,air fllte1

Vacutainer
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