Clarify the device name

: (Onlysforithe device(GHcoVE Output: Devices on Device MDR Device D:?/?::)gr %Je?zg;u;f differences between
Device Name Confirmation Letter Basic UDI-DI Classification N N Appendix ABC Directives and
under MD Directive|  Device Models e Models et a Regulation (if applicable)
(MEDF0315.01)
MDD Cert. No.: No. G1 067972 0007 Rev.
02
Disposable Pl i able Plasmae isposable Pla
e e P-1000B1 e P-1000B1 Disposable Plasma | o7 ¢e0NGL0000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
H S¢ l l D] P 1 4 o 1Q o as
Disposab c.l lasma P-1000B2 DlSpOS'\blL. Plasma P-1000B2 Dlsposable.Pl 1sma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Di sable Pla d is a a is aple 4
isposab L‘Pl‘lsmq P-1000B3 DlspOSQI)le.Plasmq P-1000B3 Dmposqblc.'Plasm'x 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Dlsposable.PIasnm P-3000 Dlsposable‘Plasma P-3000 Dlsposable.Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
DlsposablelPlasma P-3001 Dlsposable.P]asma P-3001 stposable'Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Dlsposable.Plasma P-4004 Dlsposable. Plasma P-4004 Dlsposable' Plasma 697065870NGLO00001 VA b YES N/A
Apheresis Set Apbheresis Set Apheresis Set
ic o Plac 1 Qe o o 1 o .
Dlsposablc'[ lasma P-4007 Dlsposdblchlasmd P-4007 DlsposablL.Pldsma 697065870NGLO000T VA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
H 3 o Ple P 1 P P 1Q - ~ P
Dlspomblc.l lasma P-4009 Dlspos‘xble. Plasma P-4009 Dlsposablc. Pl:lsma 697065870NGLO0000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1 p a Pl 1 9 R aQeme 1 0 o Ple
DlSpOSdblL.I lasma P-4011 Dlsposablc'Pldsmd P-4011 Dlsposttbl(..l lasma 697065870NGLO00001V A b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1Q T D]ag 1 D1 1 P
Dlsposable.l lasma P-4013 Dlsposable.I lasma P-4013 Dlsposable‘ Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Dlsposable.Plasma P-4014 Dlsposable. Plasma P-4014 Dlsposable. Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1 P ) P 1 1 - D P
Dlsposablc. Plasma P-4017 DlsposablehPlasma P-4017 Dlsposable.l lasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
stposable'Plasma P-4018 Dlsposable. Plasma P-4018 Dlsposable' Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Y e o 1 - o Ple P 1 o
Dlsposab]c. Plasma P-4019 Dlsposablc.l lasma P-4019 Dlsposablc'l’lasma 697065870NGLO0000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
stposable.l’lasma P-4021 Dlsposable.Plasma P-4021 Dlsposable.Plasma 697065870NGLO00001VA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Dlsposable' Plasma P-4023 Dlsposable. Plasma P-4023 Dlsposable' Plasma 697065870NGLO0000T VA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Dlsposable.Plflsma P-4025 Dlsposable.l’lasma P-4025 Dlsposable.Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
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Disposable Plasma

Disposable Plasma

Disposable Plasma

P 2 A »
Anfieieaiaiet P-4026 A hifosisiSs: P-4026 Ablichdinst 697065870NGL0O0001VA Ib YES N/A
Dlsposablc.Pl:asma P-4027 Dlsposable.Plasma P-4027 Dlsposable'Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1Q a Ple 1 o P 1 o P P
Dlsposablcll lasma P-4028 Dlsposablc.l’lasma P-4028 DlSpOSﬂblL.Pldsmd 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
: s ? P :
Dlsposabl(,.l lasma P-4117 Dlsposable.Plasma P-4117 stposable.Plasma 697065870NGLO000TVA m YES N/A
Apheresis Set Apheresis Set Apheresis Set
Dlsposablc‘ Plasma p-4217 stposable.Plasmel P-4217 Dlsposable.Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1Q o P P H P A P 1 o P .
Dlsposablc.l lasma P-4319 Dlspos‘lblc.Plasma P-4319 DlSpOSﬂbl(..Pldsmd 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
isposable Plasme Disposable Plas isposable Plasma ¢
Dispos 1bk.. asma P-5000 isposab c.Plasma P-5000 Dispos 1blc‘Pl Asma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1 3 ap P 1 o ‘ 1 P a Plac
Dlsposable'l lasma P-6000 Dlsposablc. Plasma P-6000 DlSpOSdb]C.] lasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Disposa asma i a asma isposable Plasma
ispos 1blc.Pl 1sma P-6001 Dispos 1ble.Pld§Tn'1 P-6001 DlSp()hdblC.Pldsm'l 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1Q o Pl 1 - P 1 Qe D~ P
Dlsposabk’l l:lsma P-6002 Dlsposable. Plasma P-6002 DlSpOSdb]e.l lasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1 T o 3 1 o ‘ 1 Qe o Ple P
Dlsposablc. Plasma P-6003 Dlsposablc. Plasma P-6003 Dlspomblc.I l:lsmd 697065870NGLO0001 VA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Y O Bl P 1 . P 1Q . o 3
D]sposdble_l lflsma P-6004 Dlsposﬁtble‘ Plasma P-6004 DISpOSdblL. Plasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
iQ q ~ - H H ) o Placme
Dlsposablt..l’lasma P-6005 stposable.Plasma P-6005 DlSpOSdblC'l lasma 697065870NGLO000TVA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
1 T o P - 1 o P 1 0 o Ple P
DlSpOSdbl(..l lasma P-6006 Dlsposable. Plasma P-6006 Dlsposablc.l lasma 697065870NGLO00001VA b YES N/A
Apheresis Set Apheresis Set Apheresis Set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 Component Apheresis P-2000 Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I Component Apheresis P-2000 | Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000I A Component Apheresis P-2000 I A Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000IB Component Apheresis P-2000I B Component 697065870NGL00002VC b YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I D Component Apheresis P-2000 I D Component 697065870NGL00002VC I1b YES N/A

Apheresis set

set

Apheresis set
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Disposable Blood

Disposable Blood

Disposable Blood

Component P-2000I E Component Apheresis P-2000I E Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000I F Component Apheresis P-2000 I F Component 697065870NGL00002VC IIb YES N/A
Apbheresis set set Apbheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000I G Component Apheresis P-2000I G Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apbheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 1 J Component Apheresis P-20001J Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I M Component Apheresis P-2000 I M Component 697065870NGL00002VC b YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I N Component Apheresis P-2000 I N Component 697065870NGL00002VC b YES N/A
Apheresis set set Apbheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I P Component Apheresis P-2000I P Component 697065870NGL00002VC IIb YES N/A
Apbheresis set set Apbheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000I Q Component Apheresis P-2000IQ Component 697065870NGL00002VC 11b YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I R Component Apheresis P-2000 I R Component 697065870NGL00002VC I1b YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000IS Component Apheresis P-2000I S Component 697065870NGL00002VC IIb YES N/A
Apbheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000IV Component Apheresis P-2000 IV Component 697065870NGL00002VC I1b YES N/A
Apheresis set set Apheresis set
Disposable Blood Disposable Blood Disposable Blood
Component P-2000 I X Component Apheresis P-2000 I X Component 697065870NGL00002VC IIb YES N/A
Apheresis set set Apheresis set
Plasma Separator DigiPla 80 Plasma Separator DigiPla 80 Plasma Separator 697065870NGL00006VL IIb YES N/A
Plasma Separator DigiPla 90 Plasma Separator DigiPla 90 Plasma Separator 697065870NGL00006VL 11b YES N/A
Blood Component | (5 ycp3ggg | Blood Component | oo o pann Blood Component |0, <e0NGL00007VN b YES N/A
Separator Separator Separator
Blood Cell NGL BBS 926 Blood cell processor NGL BBS 926 Blood Cell Processor| 697065870NGL00008VQ Ila YES N/A

Processor




Disposable Plastic

Disposable Plastic

Disposable Plastic

S 350ml (single bag) s §-350 S 697065870NGLO0003VE b YES N/A
Disr[’;’liil’(;eBzz‘S““ 400ml (single bag) Dis‘g’liibdleBI;Z‘S‘ic S-400 Dis‘g’]j‘ob;eBI: ‘Z‘S“C 697065870NGLO0003VE 1b YES N/A
Dis‘g’lﬁggeBZZ‘S‘ic 450ml (single bag) Dis‘g’]za:dleB[;z‘S“C $-450 2 is‘g’fgﬂi;;:‘wc 697065870NGL00003VE Ib YES N/A
Dis‘g’lso‘;b(}eB';lgas“c 500ml (single bag) Dis‘;}";ﬂ’dchzlgStic $-500 Dis‘g’i;ﬂﬁgsuc 697065870NGL00003VE b YES N/A
Dis‘z;lso";b;eB';:S‘ic 350ml (single bag) Dis‘g’lfg’d]eBz:S‘ic S-350PN 5 is‘g’lfi:’dchl;z‘sm 697065870NGLO0003VE 11 YES N/A
D"S*;;’i:;:leBZZ‘S“C 400ml (single bag) Dis‘gﬁg“ﬁ‘;’é‘mc S-400PN Dis’;‘)li“obd'er; ZS‘iC 697065870NGLO0003VE b YES N/A
Dis‘i;’lfi}’(:CBZl;‘S‘ic 450ml (single bag) Dis‘]’;‘:)aoljeB[;l;S“C S-450PN Dis‘g’li*:)"clleBZZ‘S‘ic 697065870NGLO0003VE b YES N/A
Dis‘:;li"‘ob(:el;:ga‘“ic 500ml (single bag) Dis‘g’liﬂchzz‘suc $-500PN Dis‘l’;li":)bd'eBl;z‘S““ 697065870NGLO0003VE b YES N/A
. isr[);;ibdleBl;lgstic 350ml (double bag) Dis‘;ﬁ;‘;‘;’;{:m D-350 Dis‘;fi)l;chZZ‘Stic 697065870NGL00003VE m - | YEs N/A
& isgzzbJeBZZstic 400ml (double bag) Dis‘gﬁ)?(}%‘;?““ D-400 Dis‘g’ls(i)b(:eB';lg"‘S“C 697065870NGLO0003VE b YES N/A
Disﬁ;‘gg‘ﬂﬁl‘;‘s{ic 450ml (double bag) Dis%‘)liibdleB';Z‘sm D-450 2 is‘g’liibdleB';Z‘S“C 697065870NGLO0003VE b YES N/A
Dis*]’g"ls(i)l;leB';Z‘“ic 500ml (double bag) Dis‘];"liﬂge[;;gsm D-500 Dis‘g’ls(j:)bdle[;:gmc 697065870NGL00003VE Ib YES N/A
Dis‘;;:"gjcl;;gsm 350ml (double bag) Dis‘;"g’;ﬁ%‘;‘g“s‘ic D-350PN > is‘g’;ﬁ"g;‘g‘““" 697065870NGLO0003VE 1tb YES N/A
Dis‘g’fﬁjﬂ:{?s‘ic 400ml (double bag) Dis'g’liibdleBr;'gaStic D-400PN Dis‘[’;’;ﬂoﬁe‘}zz’s‘w 697065870NGLO0003VE b YES N/A
Dis‘;’::;'eB];Z‘S“C 450ml (double bag) Dis‘;;lz‘;b(;e];;lga“ic D-450PN Dis'ﬁjﬂeg;:s““ 697065870NGLO0003VE b YES N/A
Dis'g)li‘:)bdleBZZ‘mc 500ml (double bag) Dis‘;iitjeBZZS‘ic D-500PN R is‘;;f:gjeBZES‘ic 697065870NGLO0003VE I1b YES N/A
Dis‘g’li“(zeBzz‘S‘ic 350ml (triple bag) | O is‘g’]iibf;; 'gaS“C T-350 Dis‘;)lﬁzjleBZZ‘S“C 697065870NGLO0003VE I1b YES N/A
Dis‘g’liaob(;elegaS“C 400ml (triple bag) DiSpBOlSO;L'L'eB';Z‘SHC T-400 Dis‘l’;iﬁﬂ:gsm 697065870NGL00003VE b YES N/A
. is‘g’]iigeBTgSﬁC 450ml (triple bag) Dis‘éoliaobdleB';ES“C T-450 Dis‘g’ii)b(:eBI;Z‘Slic 697065870NGLO0003VE I YES N/A
Disposable Plastic 500ml (triple bag) Disposable Plastic T-500 Disposable Plastic 697065870NGLO0003VE b YES N/A

Blood Bag

Blood Bag

Blood Bag

The model used in MDD is a
general description, while the
model used in MDR is split
into each model, and they are
only inconsistent in the model
expression, which is actually
one-to-one correspondence.
The design of the product
itself, the material and the
production process have not
changed.

- -ZE\N —2—A

Page 4 of 8



Disposable Plastic

Disposable Plastic

Disposable Plastic

B 350ml (triple bag) St T-350PN S 697065870NGLO0003VE b YES N/A
Dis‘g’l?oﬂelszz‘sm 400l (ietpie bagy (2 is‘g’liaob(;eBl;]g‘“ﬁc T-400PN Dis'g’lsoﬂchl;z‘S“C 697065870NGLO0003VE b YES N/A
Dis‘g’lso";bdle[;;z‘m 450ml (triple bag) Dis‘;"ls(:geBzz‘S“C T-450PN Disﬂ;"f(ﬂ)"(]'el;;:S“C 697065870NGLO0003VE Ib YES N/A
Dis‘g’lf)‘;b;eBZZ‘Stic 500ml (triple bag) Dis'g’li*;bdleBZZ‘S‘ic T-500PN Dis‘g’i::’cieB‘:g"‘sm 697065870NGL00003VE 1 YES N/A
Dis‘g’fgﬁ%‘;ﬁ‘s“c 350ml (triple bag) Dis‘g’lsoﬂ’c;cl}l;zmic T-350TPN Dis‘;;ff:’dlel;;z‘mc 697065870NGLO0003VE Ib YES N/A
Dis‘;;zaolch[;:S“C 400ml (triple bag) Dis‘gﬁg;‘jﬂz‘s‘ic T-400TPN Dis‘;;fi)b(jeB[;lgaS"ic 697065870NGL00003VE Ib YES N/A
Dis‘g’]i*;bd'eB';Z‘S“C 450ml (triple bag) Dis‘g’lso":)b;cB';:‘SﬁC T-450TPN Disﬁ’;’f;;bcllel;;z““ic 697065870NGL00003VE Ib YES N/A
Dis‘l’;’l?;’(;e;;‘sm 500ml (triple bag) Dis‘g’liaob;eB[;z‘S‘ic T-500TPN Dis‘g’li"g’dleB';'gaS“C 697065870NGLO0003VE 11 YES NIA_ | The model used in MDD s
Dis;l)Solii:)(:eBl;:stic 350ml l():]‘Lgl;ldruple Dis;l);)lizz)t;leB[;Zstic Q-350 Dis%oliz;k;leBI;lgastic 697065870NGLO0003VE 1Ib YES N/A i::c‘lt;1lul(sj::aLIII:IPI\:/II(S]I{;:?:I;I ill]Tc
Dis‘g’fg:’(;eBZ'g“Stic Ao ég;‘;‘dr“ple Dis‘g’lz;bdleB[;ES“c Q-400 Dis'ﬁiﬂjﬁ‘;‘s‘ic 697065870NGLO0003VE b YES N/A z)l:]tl(;(’ll:t::)::l()s(ltx]ll::Ttlrbnyu:clltl
Dis‘g’fgfdleBZ:S“C 420/ l();‘;‘d”‘ple Dis‘gﬁ)ﬂ;‘%‘;{:sm Q-450 Dis‘g’]iz;b(:eB';Z‘S“C 697065870NGL00003VE b YES N/A ;;El:(:il:;tc\::lll:s;)z;:ltl.il:b
I'he design of the product
Disposable Plastic | 500ml (quadruple Disposable Plastic 0-500 Disposable Plastic 697065870NGLO0003VE b YES N/A itself, the material and the
Blood Bag bag) Blood Bag Blood Bag production process have not
Dis‘gﬁgﬁgsm S éﬂ;; iy Disg}soa()ﬂel;;gmc Q-350PN Dis‘goli‘:;leBZZS‘ic 697065870NGLO00003VE b YES N/A  |changed.
Disgs;gadchl;lgastic 400ml l()g;;ldruple Dislg)liaol:jleBI;lgastic Q-400PN DisI?BoliaOt;leBl;lgstic 697065870NGLO0003VE b YES N/A
Dis'g’li"ﬂeB];gmc bR ég;‘dmple Dis‘giib;e;:gs“c Q-450PN Dis‘g’li‘gzlleBl;g‘S“C 697065870NGLO0003VE b YES N/A
Dis'g)sﬁel;zl;m bk 1(;:;; ik Dis‘g)lsoﬁlel;;l;m Q-500PN Dis‘;"litbﬁzzsm 697065870NGLO0003 VE 1ib YES N/A
Dis;i}o]sok:z:eBl;zlslic 350ml ég;;ldruple Dis;;}oliz:)b(:eBl;Estic Q-350TPN Dis;;;)[iaokzlleBl;lgaslic 697065870NGLO00003VE b YES N/A
Dis;g)lizz)b;eBI;lgaslic 400ml ég;;ldruple Dis;;;lizt)bc:eBl;l;stic Q-400TPN Disr;;)liz;lzjeBl;Zstic 6970658 70NGLO0003VE b YES N/A
Dis;:}olizl)bdleBI;l;slic 450ml ézz;ldruple Displ;golzz;bdleBI;Zstic Q-450TPN Disp;s()z:)loc:eBl;lgaslic 697065870NGLO0003VE b YES N/A
Dis;;soliz;bdleBl;lgastic 500ml Iggg;ldrup]c Dis;:golsozi)bc:eBl;:stic Q-500TPN Dislizols;)zg;leBl;zstic 697065870NGLO0003VE b YES N/A
Page 5 of 8
A B e Y |



Disposable Blood

Disposable Blood Bag

Disposable Blood

Bag with in-line N?;goRiii(Z with in-line NGL/RF-XZ T-350 [ Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter : Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RE-X7 Disposable Blood Bag Disposable Blood

Bag with in-line (400m1) 5 with in-line NGL/RF-XZ T-400 | Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RE-X7 Disposable Blood Bag Disposable Blood

Bag with in-line (450ml) with in-line NGL/RF-XZ T-450 | Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RF-XZ Disposable Blood Bag Disposable Blood

Bag with in-line (500m1) with in-line NGL/RF-XZ T-500 | Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood . Disposable Blood Bag Sk Disposable Blood

Bag with in-line N((];“S'grli(z with in-line NGL;?&;L“ 3 Bag with in-line | 697065870NGL00004VG 11b YES N/A
Leukoreduced Filter v Leukoreduced Filter Leukoreduced Filter

Disposable Blood : Disposable Blood Bag L Disposable Blood

Bag with in-line NG(:O';EI;(Z with in-line NGL:('){OFI;T)\IU‘ T | Bagwithin-line | 697065870NGLO0004VG 1Ib YES N/A
Leukoreduced Filter : Leukoreduced Filter Leukoreduced Filter

Disposable Blood Disposable Blood Bag Disposable Blood

Bag with in-line N((}éllJS-(l)znl:l;(Z with in-line NGinsRor[;]i](Z e Bag with in-line 697065870NGL00004VG ITb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood S Disposable Blood Bag . Disposable Blood

Bag with in-line N((]_:’Logrli(‘ with in-line NGLS/([){OFI;;(Z % Bag with in-line | 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter 5 Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RF-XZ, Disposable Blood Bag Disposable Blood

Bag with in-line (350ml) with in-line NGL/RF-XZ Q-350| Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter . Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RF-X7. Disposable Blood Bag Disposable Blood

Bag with in-line (400ml) i with in-line NGL/RF-XZ Q-400| Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter 5 Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RF-X7 Disposable Blood Bag Disposable Blood

Bag with in-line (450m1) i with in-line NGL/RF-XZ Q-450| Bag with in-line 697065870NGL00004VG I1b YES N/A

Leukoreduced Filter

Leukoreduced Filter

Leukoreduced Filter

The model used in MDD is a
general description, while the
model used in MDR is split
into each model, and they are
only inconsistent in the model
expression, which is actually
one-to-one correspondence.
The design of the product
itself, the material and the
production process have not
changed.

|

| e ey [ oo |

Page 6 of 8



Disposable Blood

Disposable Blood Bag

Disposable Blood

A NGL-RF-XZ R i g e
Bag with in-line G(SO(I;LI) with in-line NGL/RF-XZ Q-500| Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter
Disposable Blood Disposable Blood Bag = Disposable Blood
DT NGL-RF- R L/RF-XZ Q- :
Bag with in-line ((};55;;(2 with in-line NG[;?gpﬁl Q Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter
Disposable Blood : Disposable Blood Bag 5 Disposable Blood
Bag with in-line N%OIO{;;;(Z with in-line NGLL:EOII;;(IZ 2 Bag with in-line | 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter
Disposable Blood Disposable Blood Bag = Disposable Blood
g NGL-RF-XZ e L/RF-XZ Q- SR
Bag with in-line C(}LI;S(I){;I) with in-line NGI;ISI(I)PT)\(Z Q Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter
Disposable Blood i Disposable Blood Bag L] Disposable Blood
LT L-RF-XZ B F-XZ Q- e :
Bag with in-line NC(}SO(I){;S(/ with in-line NGL;S(;Pﬁl Q Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter
Disposable Blood T Disposable Blood Bag ST Disposable Blood
Bag with in-line N%Lsgl l)XL with in-line NGlgggr”f;f Q- Bag with in-line | 697065870NGL00004VG b YES N/A
Leukoreduced Filter o Leukoreduced Filter Leukoreduced Filter
Disposable Blood : Disposable Blood Bag it Disposable Blood
Bag with in-line NG(;O('){FI)XZ with in-line NG%’;';;% i Bag with in-line | 697065870NGL00004VG 1b YES N/A
Leukoreduced Filter % Leukoreduced Filter Leukoreduced Filter
Disposable Blood ; Disposable Blood Bag s Disposable Blood
Bag with in-line NG((‘LS(I){FI;(Z with in-line NG[;/SI({):X K Bag with in-line | 697065870NGL00004VG 1Ib YES N/A
Leukoreduced Filter e Leukoreduced Filter Leukoreduced Filter
Disposable Blood : Disposable Blood Bag s Disposable Blood
Bag with in-line N((};‘(;OR[‘;;(Z with in-line NGI;Q({)I;P);I/‘ @ Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter = Leukoreduced Filter Leukoreduced Filter
Disposable Blood NGL-RF-X7Z Disposable Blood Bag Disposable Blood
Bag with in-line (35—0 0 with in-line NGL/RF-XZ P-350 | Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter o Leukoreduced Filter Leukoreduced Filter
Disposable Blood NGL-RF-X7 Disposable Blood Bag Disposable Blood
Bag with in-line (4(;0 nl) % with in-line NGL/RF-XZ P-400 | Bag with in-line 697065870NGL00004VG IIb YES N/A
I

Leukoreduced Filter

Leukoreduced Filter

Leukoreduced Filter

The model used in MDD is a
general description, while the
model used in MDR is split
into each model, and they are
only inconsistent in the model
expression, which is actually
one-to-one correspondence.
The design of the product
itself, the material and the
production process have not
changed.

A\
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Disposable Blood

Disposable Blood Bag

Disposable Blood

Bag with in-line N?;;g;;;a with in-line NGL/RF-XZ P-450 | Bag with in-line 697065870NGL00004VG I1b YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood NGL-RF-X7 Disposable Blood Bag Disposable Blood

Bag with in-line (500ml) 7 with in-line NGL/RF-XZ P-500 | Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood Disposable Blood Bag s Disposable Blood

Bag with in-line NG(;S(I;EI;(Z with in-line NGL;';;I;;(Z & Bag with in-line | 697065870NGL00004VG 1b YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood : Disposable Blood Bag : Disposable Blood

Bag with in-line NG(EO(?;;(Z with in-line NGI;‘/(I;OFI;T)\J(Z 5 Bag with in-line | 697065870NGL00004VG 1Ib YES N/A
Leukoreduced Filter ; Leukoreduced Filter Leukoreduced Filter

Disposable Blood Disposable Blood Bag . Disposable Blood

Bag with in-line NG(LI;S-(I){;;;(Z with in-line NG[Z?()FI;]):Z % Bag with in-line 697065870NGL00004VG I1b YES N/A
Leukoreduced Filter Leukoreduced Filter Leukoreduced Filter

Disposable Blood Disposable Blood Bag Do Disposable Blood

Bag with in-line N((}SL(;SF;;(Z with in-line NGLS/&FI;;U” s Bag with in-line | 697065870NGL00004VG 1Ib YES N/A
Leukoreduced Filter o Leukoreduced Filter Leukoreduced Filter

Disposable Blood . Disposable Blood Bag S Disposable Blood

Bag with in-line NG(;SORFI)XZ with in-line NG;Q;IT[;(\JL % Bag with in-line | 697065870NGL00004VG b YES N/A
Leukoreduced Filter i Leukoreduced Filter Leukoreduced Filter

Disposable Blood L Disposable Blood Bag Disbosable Blood

Bag with in-line NG(llLogrl;(/‘ with in-line NG%’;;P);Z W Bag with in-line | 697065870NGL00004VG 1b YES N/A
Leukoreduced Filter i Leukoreduced Filter Leukoreduced Filter

Disposable Blood i Disposable Blood Bag . Disposable Blood

Bag with in-line N((}LI;S-(I)“I;(Z with in-line NG%‘;E}));Z i Bag with in-line 697065870NGL00004VG IIb YES N/A
Leukoreduced Filter & Leukoreduced Filter Leukoreduced Filter

Disposable Blood Disposable Blood Bag Disposable Blood

NGL-RF-XZ ; NGL/RF-XZ P- e
ag with in-li in-line - 870 004VG
Bag with in-line (500ml) with in-line 500TPN Bag with in-line 697065870NGLO0

Leukoreduced Filter

Leukoreduced Filter

Leukoreduced Filter

The model used in MDD is a
general description, while the
model used in MDR is split
into each model, and they are
only inconsistent in the model
expression, which is actually
one-to-one correspondence.
The design of the product
itself. the material and the
production process have not
changed.
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