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RUUnalY (transfusion-related acute lung injury: TRALI) 48% saasasnsuatdLlfiun hemolytic
transfusion reactions, non-ABQO (blood type) 16%, microbial infections 10%, hemolytic
transfusion reactions (ABQ) 12%, transfusion-associated circulatory overload 11%, anaphylaxis
3% ugnaniidmupnaanaieannisuantaainludiedussesdafindidanaf crossmatch fu
tilan fsenaaaAuRianasiatldszn Bar Coding and Radiofrequency Identification %3014
Passive RF transponder microchips 1ﬂﬁﬁﬂfﬂﬁ*ft’ﬁﬂﬂﬂﬁﬂ‘mﬁﬂanﬁﬁTﬁﬁH Hhudin

luans19e1u14ns™ MHRA (Medicines and Healtheare products Regulatory Agency) &
STV serious adverse events (SAEs) anmsinideaiildfulutaadudl 8 woslnieu
2548 - 31 §UMAN 2553 WUl SAEs 3952 778 SARs(serious adverse reactions) 2057 18 i‘n
awRgIulvgee SAEs (60%) N19INAINAANAIATEINYNE iU Component labeling error,
Sample processing error, Pre-transfusion testing error, Component collection error, Expired
component available for transfusion ﬂqwﬁmﬁmmﬁu 1 \fwu Storage errors, Distribution errors,
Materials errors (product defects, blood bags and quality of blood bag label) Tuglsd e
SARs 10 FiausnT EC I§Fuanaundn 27 Ysznd fauamalumaaf 1

A519N 1 Top ten SARs reported to the European Commission in 2009
by all member states'”

Reaction type Non-death Death

1 Anaphylaxis / hypersensitivity 1,344 8
2 | Haemolysis — non immunological 330 1
3 Pyrogenic reaction 256 0
4 Transfusion related acute lung injury 223 15
5 Transfusion transmitted bacterial infection 189 6
6 Transfusion associated circulatory overload (TACO) 164 7
7 Febrile non-haemolytic transfusion reaction (FNHTR) 120 0
8 Haemolysis — immunological, ABO 119 4
9 | Haemolysis — immunological, other allo-antibody 108 5
10 | HBV 45 1

HCV 60 1

Total transfusion transmitted viral infections 106 2
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iy -4-.- i, P .ﬂ. o , l‘a'l J
WBumsreslafisfifniianpazfissiBuinsinemunsiu Anticoagulant Tuguli Aoy Famy

E-3 E J"
HIMTFIUAINR (American Association of Blood Bank : AABB Standard]l'g TAnTMuAINUeTIAIN

ML IANA HEcTRlEE Bunmsiaimniuniann +1aiifin 10%
Anticoagulant {ml)

TUIAUTIY 350 mi 49 ml 350 mi 315-385 ml

TUIALSTY 450 mi 63 mli 450 mi 405-495 ml
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Plasma- boud part of blood A ddute
solubon of salfs, glucose, Eming acds,

vilamens, ured, proteins and fats

Plzsma (353) —— . : White bload cells- nvolved n mmane
system

Plabelets. nvolved n biood cloing

Red blood cells- nvolved n camying
corygen
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1. TalinsanviTaladinasudau (Whole blood)
. =& = = = k4 e
Aelatindaanziiusngiiana Fpasmanfiulunmmueiinaandesesiintlestuns

uiaradlafinludadaurenientesiunauiwaradaiindelafisie  1.4:10  (wasdiulaie
Fuou 450 mi 114{}4Lﬁu":ﬂﬁﬂﬁﬁﬂh"ltﬂ‘ﬂﬂﬂﬁuﬂ"ﬁu‘hﬁ"]'!ﬂﬁﬂﬁﬁ! 63 ml) WRZHA1 hematocrit 8N4
fiatfanas 33 (Ussanu 36-44%) avfisafiuladinsonluguugil 1-6°C taqtiuiinsliladinsan
tiegunn -a:'liﬁuﬁﬂwmm:ﬁﬁmmﬂﬁ'uﬁq oxygen carrying capacity sz Funnssedladio
Tuirnewiniulaosld fresh blood ﬂﬂﬁﬁﬁﬁﬂ:ﬁumn‘lu 24 'i"fﬂm} T ﬁ'ﬂf]ﬂﬂﬁﬂqm? mass
transfusion(iuéilelafugiFmpminiinindudesunlszunfesss 20 ull nam neonatal
exchange transfusion) Mafiuinmuazsraznageganuexlfifulafinga sougnslumsed 2

mIan 2 Storage and Expiration Requirements for Whole Blood o

Component Storage Expiration

Whole Blood 1-6 "C. If intended for room ACD/CPD/CP2D: 21 days
temperature components, store at | CPDA-1: 35 days

1-6" C within 8 hours of collection

Whole Blood 1-6° C Original expiration or 28 days from date of

Irradiated iradiation, whichever is sooner

ACD = adenine-citrate-dextrose, CPD = citrate-phosphate-dextrose, CP2D = citrate-phosphate-2dextrose, CPDA-] =

citrate-phosphate-dextrose-adenine-1




2. iimladinwae (Red Blood Cells)
21 \inlafiauaadudy (Red Blood Cells, Hfaidanluasianaudn Packed Red
Cells-PRC %32 Plasma-Reduced Blood)

raladianuarmanaunaaninenirtiulafineu (centrifugation of whole blood) W8
wonwangndlelafiaumeanaznauuda (sedimentation method) Fathulaeisitasarnnistinladie
7aulugd primary yiuusniendouredislafiaumieenainnanaun saniastinefesas 80 184
dounanau g sateliite Taeluge primary sridinTafinunaduduuasnanaunfivasonas
20 8ff PRC fsttalFiiBeadlAn hematocrit 2 ¥awas 80 (Uszunns 70-80%) uazbiesusnriay
Talimuumeny nsdisen PRC Tanld additive solution (AS) edamfuinsdislafiaunadiadiv
Wiundu wlfien hematocrit atjszwindbenas 55-65 Winlafnuaadiiulidirazsitenindsle
ualiihentesiulaliouieafiols axdisufviiguuglissning 1-6°C Winlafinunadiduliinm
fleRtinoyia(anemia) Hefuarhifipininfupmsudeadiuaniy wu flelsaden Tza
1 ussAnnIsnAResieufMUARINZAR (premature infant)

22 \HALaRALAILTLTS (Red Blood Cells Frozen: Red Blood cells Deglycerolized)

fe Tafanfuuduilugomoifionnzay Teiliatestulilidalainumaunn
(cryoprotective agent 1y yinen glycerol ) deanfsndaiududialafinuas uikieadne
finentlen nriguun Mg on MievaasA NS 1R R R
rewiaxlifilnfiasmiladndneiomreenllivue Tanil hemoglobin wiestlugou
yindiatann wesvdeuialafinuas = faeas 80 108 uaudy
dalefnuasmonduinnely 6 dundusny  usssialaaussdiiiinedin

(additive solution) ﬁwwﬂu‘iqr‘iauﬂqmumw
2.3 inlafinuneiia1auda (Washed Red Blood Cells)
Ao dislatinusai Emevdinafinsdnmiterfivensay TaulE3aE e iarusodn
wargareenldnniign doudnnudialafismauazindslad AN
2.4 FinlaRARAMN4 UL AlaRAT191I88 (Leukooyte depleted Red Blood Cells)"
Ao lafisfistanlndtanuandialafinnneaniaslfivedalafingnduouluiny
5 x 10° fia(white cells)/Qa(unitpack) (msguluanigawniing) vie 1.0 x 10° f/ge (msguly
i) uazwedruoudalafisusethadingbenny 85 1asduauitudiu
2.5 iinlanauasTumtlas (Low volume unit)”
e Winlafinunadaduiawtouaniafinsu(whole blood) 13un0s 300-404 ml ﬁusﬁm
TuthenfudeauiilinFunarie s uandmiulafingon 450 + 45 mi vtewunanlafinss

J -‘" L o F" -J = [
15370 333-449 ml ussqalunineniuidesudaluBunnniheidnudwivlaingu



500 + 50 mi g W ae s Treaanszydihs “Low-volume unit: XXX mi Packed Red

Cells” ﬁuuﬂi‘:ﬁﬂuwﬂﬂﬁmﬁmﬁu v platelets, FFP{Fresh Frozen Plasma) Wag cryoprecipitate

Tﬁﬂﬂ?tﬂ?ﬂﬂﬂﬂn low-volume units

. o o
mafiuinusrrzaznagagansenliifudia@asuas duasaluniam 3

M1579M 3 Storage and Expiration Requirements for Red Blood Cell Components”
Component Storage Expiration

Red Blood Cells 1-6° C ACD/CPD/CP2D: 21 days

(RBCs), CPDA-1: 35 days

RBCs Leukocytes Additive solution (AS-1, AS-3,

Reduced AS-8): 42 days
Open system: 24 hours

RBCs Irradiated 1-6 *C Original expiration or 28 days from date of
irradiation, whichewver is sooner

Washed RBCs 1-6° C 24 hours

Apheresis RBCs, 1-6° C CPDA-1: 35 days

Apheresis RBCs Additive solution (AS-1, AS-3,

Leukocytes AS-5): 42 days

Reduced Open system: 24 hours

Frozen RBCs 40% | S -65" C if 40% glycerol oras | 10 years; or a policy shall be developed if

glycerol or 20% FDA approval; = -120° C if rare frozen units are to be retained beyond

glycerol 20% glycerol or as FDA this time

approval

Deglycerolized 1-6° C Open system: 24 hours or as FDA approved

RECs Closed system: 14 days or as FDA approved

Rejuvenated RBCs | 1-6 "C CPD/CPDA-1: 24 hours
CPD/AS-1: freeze after rejuvenation at < 42
days

Washed 1-6 "C 24 hours

Rejuvenated RBCs




-d "
A199N 3 Storage and Expiration Requirements for Red Blood Cell Components (#8)

Component Storage Expiration
Frozen =85'C 10 years
Rejuvenated RBCs AS-1: 3 years

A policy shall be developed if rare frozen
units are to be retained bayond this time.

Deglycerolized 1-6° C 24 hours or as approved by FDA
Rejuvenated RBCs

ACD = adenine-citrate-dextrose, AS-1 = additive solution 1, AS-3 = additive solution 3, A5-5 = additive
solution 5, CPD = citrate-phosphate-dextrose, CP2D = citrate-phosphate-2dextrose, CPDA-1 = citrate-
phosphate-dextrose-adenine-1, FDA = US Food and Drug Administration

3. \nanladin (Platelets)
3.1 infAlafaduty (Platelet Concentrate - PC)
- - " - ' . P - —
A9 inanladalunatany sussauinanisthwansanlatingsqn T5WRTENN 2 98

W¥uri 38 PRP method Hexl¥luavigauini dalsznaubian soft spin muda hard spin uazAt
Buffy coat method 'Lﬂuq'[i‘ﬂ %ﬂﬂ!‘:ﬂﬂﬂtﬂ’iﬂ hard spin of whole blood uanld buffy coat ﬂ
paMaRlY primary container Fiatih buffy coat lmnz(harvest) infnlavinsalyl nndenilé
q1n94 Buffy coat method Lﬁuﬂ-qmuqﬁﬁm (Litisenda 20°C) W 24 4ol

% PRP method Hiduneunsthuen 2 funeu Tauafsusnaziluuuy soft or light
spin eun platelet rich plasma (PRP) Uszanns 250 mi aenannlaiingaa uaziindauses PRP 7
Withoeglugy satelite uminisiiuuuy heavy spin arindnlafindiuduiaedunguiu
AnAzneuaLRfuge walideinndalaindiugainlionuoveuiiguugiities (20-
24°C) Uzanas 1-2 Fala Weliinenszanedasandaladin andidasnsarinlligios

ndalafindindiuiivtnaniafinsufedifnoundalafinetislion  5.5x10°
dsene anafldialafinuanitedalafinsnulitiadntienlnBunallifiv 02 x10" fsag
dovtaanatamniilszanc 45-65 ml Melfifieanesanisdnm pH fuanndn 6.2 AUDITUMN AR
faufundntafindindufiguugiiszuing 20-24°C Tamaeiundalafining maaALATITY Indn
Taindindulisneiiheitinznistafinan (Thrombocytopenia) indaladiaineuAauni nnas
@emsan  (Bleeding) éiﬂﬂﬂﬁﬂ'}mﬁuﬂﬂ"’lﬁﬁﬂ"li‘ﬂ"ﬁﬂﬂlﬂﬂﬁﬂﬂ virgtinevinanandnlafineting

HN




3.2 nanladndintutinsaugaiidiusmiinlainuaves (Pooled Leukocyte-
Depleted Platelets)
o T J o [- ] iy, = L
Ao indaladindiniunddusudislafinmationtimnsanty feasiesdidauowds

u [] e [] J
latinanatisand 5 x10° Avsingansanuda

nafivintussszaznangegansenliiiivindaden fuanilumsei 4

H*ﬁ“’ﬂ'ﬁ 4" Storage and Expiration Requirements for Platelet Cnmpﬂnents'

Component Storage Expiration

Platelets 20-24" C with continuous 24 hours to 5 days depending on collection
gentle agitation system

Flatelets lrradiated | 20-24 °C with continuous Mo change from original expiration date
gentle agitation

Platelets 20-24" C with continuous Open system: 4 hours

Leukocytes gentle agitation Closed system: No change in expiration date

Reduced

Pooled Platelets 20-24 *C with continuous Open system: 4 hours

(open or closed gentle agitation Closed system: Not in AABB Standards.

system) Expiration date should be earliest expiration

date in poaol.

Pooled Platelets 20-24" C with continuous Open system: 4 hours

Leukocytes gentle agitation Closed system: 4 hours after pooling or 5

Reduced days following collection using an approved

FDA system

Apheresis Platelets | 20-24° C with continuous 24 hours to 5 days depending on collection
gentle agitation system

Apheresis Platelets | 20-24 * C with continuous No change from original expiration date

Irradiated gentle agitation

Apheresis Platelets | 20-24" C with continuous Open system: 4 hours

Leukocytes gentle agitation Closed system: 5 days or 7 days if in an

Reduced approved FDA-monitored program

*Platelet component storage temperatures presume that all reasonable steps are taken to maintain the

temperature at 20-24° C as required by CFR 600.15. FDA = US Food and Drug Administration
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4. WATANN (Plasma)
4.1 ﬂmimﬂnuﬁuﬁa (Fresh Frozen Plasma - FFP)
-. = . . oy J o
e waraunTiusnanniafingon Feaauwidenann primary centrifugation aeslafimsnfiveniFida

TafALAILAE RGN ﬁﬂﬂu‘tﬁﬁﬂﬂuluqq primary uwiouandouiifhuaasman(wangun) RIGELE
satellite WHBLATUHNSN platelet-rich plasma (PRP) A8 PRP 3711 hard centrifugation

FFP Tsunaniafinsauatautuianialy 8 daluavduasifuien (Gandn FFP)
vte melu 24 dolvduanzfiuledim (Jundy Plasma Frozen Within 24 Hours After
Phlebotomy 198 FP24 138 PF- 24) FFP fstsann apheresis collection anautufsnialu 6
dolie wdafuidesaiifindnssy (Gundn FEP Han) lunsutudadananail labile coagulation
factors Aiteglumanaunsulliun factor V factor VIl uaz stable factors SamannwlFiluFuno
wnndn 50%  amssauiiiiufiieann afiumanananutuiaiseaiindangrafesiud
goavnil S -18°Cc  FRP W lunnsinmiithenas@eseenieiietlasiunnizifessenly
fithe i filasfiena coagulation factors awsifndia filaelsaduguuss titludlasannldfuen
flasiunisutesresiafiminivauin

4.2 Cryoprecipitated Antihemophilic Factor (AHF)
A8 mrneu (Cold insoluble) Fausnannangunaaududs lunsuanaznay asdies

wismansnanutuislaoenidls Tapararowansnanuduifigumgd 1-6°C Vuiifiazane
wum azfinsiuusninedofiguunil 1-6°C arlbnzneudniuidoslunisuisdisea@en uandou
rpamaamiThmanaunussqlu satellite baglaeitdelmAsinde daunsnewinly resuspend u
waraBrnoutienlszanas 15 mi ufailudufentelungn 1 9alus desanidlunsmnazney
TuiduuaFansiiiminbuanage 3a3undoutsvneui@enildn Cryoprecipitate(CRYO) e
Antihemophilic factor (AHF) Cryoprecipitate AHF Yngafiasiitffunn Factor Vil atneties 80 IU
wAY Fibrinogen fti1atiay 150 mg uﬁﬂmn‘l{ﬂﬁﬂ von Willebrand factor (VWF), Factor Xl Uae
Fibronectin QNRILTIANaIRNT 215 mi B1ndn wet cryoprecipitate TuwnEfigaliussqnaann < 10
ml i381n41 dry cryoprecipitate Faaraihi B fibrinogen {BtiNg1 wet cryoprecipitate (90 vs 140
mg/bag) Cryoprecipitate AHF ﬁﬂﬂlﬁuﬂqmuqﬁ 118°C FaazAu T 12 Weuuaindusisifiu
\@@m  Cryoprecipitate AHF ldimaunwu factor VNI 'Luﬁﬂ‘iﬂﬁlﬂu hemophilia A WA wvon
Willebrand's disease nauny fibrinogen IuﬁﬂqaﬂﬁﬂrumLﬁﬂnﬂﬂnmaﬁﬁnﬁuu‘%ﬁquﬁm i
97@ fibrinogen \HuAY

4.3 WRIANINMAT (Liquid Plasma)

ol 1 o i o s - ot [ o
AE NRIAHT Quﬂﬂﬁﬂﬂtﬂﬂﬂﬂu u Iﬂﬂ'ﬂﬂit“ﬂﬂﬂlﬁUTﬂﬁHﬂHquﬂd 9 TUNRIRINIU

nuRerelainN



11

4.4 WAIENTNATAEUAA (Thawed Plasma)
fia nanaunTiazaruaInnaaaeuTUds (FFP UazPF-24) Tﬁﬂﬂzmn*ﬁ'ﬂmuqﬁ 30-37
oc Wszunifln ubafiufigoumgi 1-6 °C Whuaan 1-5 fu fleny 5 Fundsandufiazanemaaands
utuda wensuniiazanaudafifiuns factor V uay factor VIl fieuas Lidhifieesiures USFDA
’Lwnm:ﬁﬁﬂqﬂu AABE Standards and the circular of Information for the Use of Human Blood
and Blood Component
4.5 waauMmAaanuen Cryoprecipitate (Cryoprecipitate Reduced Plasma)
AenaraunTivasannsuan Cryoprecipitate amnsatinusudisfiqrumnil -1eec
Vulduaug 12 weu winusnnaraurasududalnenssuaunis rapid freezing AuABINISAZAE
(thawing) useihs Feuendau Cryoprecipitate 8an azliwaran miliuane factor VNI, von
Willebrand factor (vWF) W& fibrinogen 154104 plasma proteins 'ﬂu'] wiaulunanauaautuda
Vsnmrlaslsa Thrombotic thrombocytopenic purpura
4.6 Recovered Plasma (Plasma for manufacture)

e warmuarwardwaiLililunsinelainessudinaalafin - Jeszgn
-4 =y - s . .
delWilrmuusnnatanivenfrayiuireanatant 1y albumin LAZATE immune globulins

4.7 Solvent/Detergent- Treated Plasma (SD-Plasma)
.J = [ 3
A NRrANTETINATN pool of plasma anfjuFaaladiaatiean (Ldifiu 2500 Aw)

uaztilueinunszuaunisam pathogen #98@19 1% trinitrobutyl phosphate (TNBP) &% 1% Triton-
.J 1 = i et o

X Bnumangunilifie 200 misege feuwtudshgomagll  -18°C Wiuldu 12 Weu Haw

dmnbeluglal udbifinnemansaluanigeniiniuda

L= -4 =3 L i
mafiuinmuazsrazangeganoaniiunaiann fauanluniseh 5

A5 5 Storage and Expiration Requirements for Plasma *:}!:um|:n::-nlsm1t-a.=H

Component Storage Expiration

Fresh Frozen Plasma (FFP) < 18°Cor S -65°C | =-18°C: 12 months
= -65° C: 7 years (FDA approval is required

to store longer than 12 months.)

FFP (after thawing) 1-6°C 24 hours

Plasma Frozen Within 24 Hours | S-18°C 12 months from original collection
After Phlebotomy

Plasma Frozen Within 24 Hours | 1-6°C 24 hours

After Phiebotomy (after thawing)
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A5 5 Storage and Expiration Requirements for Plasma Components® (ma)

Component Storage Expiration

Thawed Plasma 1-6°C 5 days from beginning of thawing of
original unit

Apheresis FFP = -18°C 12 months from original collection date

Thawed Apheresis FFP 1-6°C 24 hours

Liquid Plasma 1-6°C 5 days after expiration of RBCs

Cryoprecipitated AHF = -18°C 12 months from original collection date

Thawed Cryoprecipitated AHF | 20-24°C Open system or pooled: 4 hours
Single unit: & hours

Plasma Cryoprecipitate =-18°C 12 months from original collection date

Reduced

Plasma Cryoprecipitate 1-6°C 5 days

Reduced (after thawing)

Recovered Plasma, liquid or

frozen

Refer to short supply
agreement in 21 CFR 601.22

Refer to short supply agreement in 21
CFR 601.22

*AHF = antihemophilic factor, CFR = Code of Federal Regulations, FFP = Fresh Frozen Plasma,

FDA = US Food and Drug Administration, RBCs = Red Blood Cells

9. Granulocytes

dnulury Granulocytes ‘mﬂu?jﬂm"ﬁrmm?umﬂn apheresis techniques w1 buffy

o L g |
coat Nlfannnstianalafinsanetafidszlonisanisn aumdurAI184 Apheresis granulocytes

ot § = [ yomd
mnfly >1x10°  Lower yield components (eaneliche@eslimiandadhudiiaadaulugd

L) ' -J.llu- - ] B i ]
dnilufieald Granuiocytes fealiild Granulocytes WA ouialatinenalion  Fechitn

Granulocytes szwinadmiiy  wazliaonifivlufidu

Granulocytes gninaalfdne e

Granulocytes WWluiuiinely 24 faluafizusanlk guiiinistaindedminidnedeiiaen

- 1 - i - . -~ o
Aamalimumspndeussiumianalainlusomnisaign@uiewiun Granulocytes

nnifiuinm Apheresis Granulocytes Wz Apheresis Granulocytes Irradiated #efiu

ﬂﬂmﬂqﬁ 20-24°C 1me'liiaein  Apheresis Granulocytes Wiul# 24 49lay dou Apheresis

[ ] ] 4 3 =
Granulocytes Iradiated WivlFunuinflitinnsu/aeuuasliann original collection date
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e = J" - | . 5 . L
waliinanudinlaundu detinan1suER Blood Components WA Plasma Derivatives AIUAAY

lugﬂmw'ﬁ 2

Figure 2 Production of blood components and plasma derivalives
Education
Recruitment
Selection
Donation
Platelet pheresis
Test for:
HIv
Hapatitis B
Hepatitis &
HTLW
Syphilis
ABD + RhD
Other phenotypes
Red cell antibodies
(CMV,
HbBES,
el aria)
4°C | 35 days 220C |5 days -30°C | 24, /
Confirm compatibility {Pool) aw) Plasma
derivatives,
\ &g, allurmin,
immunoglobulin
Patient

gUn i 2 nszuoumsnaadiulszneuveslafinuazayiuireananann
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naussalaiin

gaussladin fhudsdnfuntndslunawiroulaiinuazdaulseneussalafingiiasineg lu
mm‘}mﬂﬂﬁﬁn'-‘m%’nmuﬂz-ﬁqﬂﬁﬁmﬁﬂ-m-iwwmnﬁqquﬁu'%n11~Tﬁﬁmuﬁ:ﬂmuﬁmu*mﬁ"r:
Uszne  Teenfunausiliifulafinsesdidana  uunuazprocessliliasdlsznevaasiafinnn
dngusrasdlunsliinmise aaanaulifiuinmiainuazdanlszneusadafinliinsnmninia
anansstznamiuinmaudaih Edutida Emudngyssasd

Tapsvasaviedsslantivanmsldgeussalaiin aqullddedl

1. WiiufneTadiabilfiuTemalaogeiussqinentesidlalilafinuai

2 annsomuusavidsathuanudowlsznaulafinstissquesiuinnafinuazda
ﬂi:nﬂuuﬂﬂﬂﬁm'!.ﬁﬂamﬁuu‘ﬁmﬁnmiﬁmuwmﬂﬁwum W wisladinues INGALREA WAIENN
Cryoprecipitate

3. azmnlunaanziulafinussmsti@eadiloeilifeddidueinia

4. Slanedey (transfer tube uax collection tube) UaY port ¥ limaistaudlwlsznauaes
Tafimiussuiila (closed system) TeliifinnsAssiaszuinsenmAmouaniuneluge Seiaam
Uaemitiiuiu sefiiarAuastithefifuladin

5. SiAranlmAsnide uaz endotoxin {u"fmuﬁmmummpuﬁﬁwun}

4. swnraiiuaetnslafiniEaadienmaseuaun paandniuliseslafingiizann
wazfiFuLEanA (crossmatch) LRENNIATIVINANET

gaussalafimwislaitiy 2 sliandnaniidinsuenvialanivesdiulsznauses
Tadin fall

1. qqum'iﬁﬁmﬂwmnﬁu'iﬂﬁmﬂuu?ﬂ'l’ﬂumm?uuﬁwﬂr:nammTﬂﬁmuuuﬁ'{uEu
ool israsilouansademlugi® (Conventional technique) Famsstudnalszneveslaiin
taeamEunmstuuenisfinsautedausneveslafinfiussq lugaboniesthiiannsoyiu
[N LA (Refrigerated centrifuge) Finonlim i lununnmnfesiieanasmnuas
@oen e bigann

2. geussyladandanzfiuisfimamzdonite lilunsuiaudaulssneyaaslaiinlaeis
Apheresis (Blood bags for apheresis products) tﬂﬂuﬂnﬁﬁuﬂﬁ‘tﬂﬁmm‘fﬂﬁﬁ'ﬁﬁﬂﬂﬁ"lﬁ*‘lnﬁ
13RiEeAwALY (Single donor) uwavAugaayy Tilifiesniendugiiiann o lisreaiiausn
RABM LG (Blood cell separator) mﬂﬁ?uuaiquﬂr:nﬂﬂﬁﬂﬂﬁﬁ'ﬁﬁﬂﬁﬁfﬁu‘iﬂﬁmmmu‘s‘qﬂn

;.r } & i = “h J J < ﬂd
dlFEnlurzznaidundininZanalafinsn wisifealdiiTediauazgnsaiiisAunedal
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Alddge azinluunansdl Wy msusnindaienainiiFaneiléfunisaseaudadnansnsodn
ME Lo antibody siendsien

tlinuasnussalaiantfiawiiulaingn

wiismnafiavesdaurlszneulafianfesnnsidundai

1. qquiﬁfﬂﬁmﬂm (Single blood bag) WelfiiuTatinsan Tavialuazliiiladiamnls
anfiiBananfausnluifesdaulsznavsasdaimi Waswniflemadiesgefinusavuanaanise
fiRmspanmsliiien Teaenmunanimmmandanfivieudanlssneuraataialiuda M lHde
Alsnsuas@unaifedilunsuitonsautszneueddaiin  nswRendowdssneuvesiadin
anpuuszalafiniaunlilEdslafinunauasnanaan wnlalanliguufiGundn transfer bag ot
fiunarauneananguAnafiussylafinean 39 transfer bag fidnwnzAEInY satelite witldx
We18ANn (cannula) Aregilateatngs SeliFuilunad R port yoeQuAnaTiussqlafingan
uhoiudinemanannldy  transfer bag  dnlinswtengoulsznauaedladisiaiussunila
(open system) SinsBiasieszuinsaniAanieueniunelugs Jadafenunslugeussqlafimans
uaENA1EN I transfer bag TengWauiiies 24 falumdanawion fhedrandadusiruand
A3 6 unzginnd 3 uazgilnand 4

AN9191 6 SINGLE BLOOD BAG system*

Bag Capacity (ml) Anticoagulant Packing
Type Quantity Inner / Outer

250 mi CPD/ CPDA / CPDA I 35 mi 1x10/100
300 mi CPD / CPDA / CPDA I 42 mi 1x10/100
350 mi CPD/CPDA/ CPDAII 49 mi 1x10/100
450 n-'71 CPD / CPDA / CPDA 63 mi 1x10 /100
500 mi CPD / CPDA / CPDA I 70 mi 1x10/100

*
used for collection of whole human blood having anticoagulant CPDA f CPDA I / CPD solutions BP f USP
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sy

sUn il 4 Single Blood Bag

Y o " o - = -
2. aussqlafmAuLuNa9iu 2 Tu (Double blood bags) e liuanTalinsauiu wWnlatis
WAY URT WAANT Ustnaudasnd primary 1 gefiussqunelesiulatinuiaia uszge satellite 1

e Fhetindniusidanlusnsdi 7 wazgLNImm 5

<4
A1979N 7 DOUBLE BLOOD BAG system*

Bag Capacity (mi) Anticoagulant Packing
Primary (ml)  Satedite (mi} Type Quantity inner / Outer
350 mi 300 ml CPDA/CPDA - I/ CPD 49 ml 1x6/60
450 ml 300 mi CPDA / CPDA - 11 / CPD 63 mi 1x6/60
450 ml 400 mi CPDA J CPDA - 11 1 CPD 63 mi 1x6/60
500 mi 300 mi CPDA / CPDA - Il / CPD 70 mi 1x6/60

“used for separation of two components from whole human blood. The Double Blood Bag system includes one
primary bag having anticoagulant CPDA / CPDA Il f CPD Solutions BP/USP and one empty satellite bag

sUnmi1 5 Double Blood Bags
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3. geussqladinuuuviosiy 3 lu (Triple blood bags) eldusnlafimeailu

drudsznaveeelain 3 1ha Wi WaTalauad WAANT UGS INEAMREA 1T WIATAWALAY NEIAN
-t
uargnmn 6

(= 3 aly [ - o (% J
uwas Walainen MeatuaRinsinuam luR 59 8

k
A19719M 8  TRIPLE BLOOD BAG system™

Bag Capacity (ml) Anticoagulant Packing

Primary Satellite Typa Quantity Inner / Quter

300 mil 300 mi CPDA [ CPDA I/ CPD / SAGM 42 mil 1x4/740

350 i 300 mil CPDA / CPDA I f CPD / SAGM 49 ml T1x 4740

450 mil 300 mi CPDA [ CPDA 11/ CPD / SAGM 63 mi 1x4/f40

450 mil 400 mil CPDA / CPDA 11 F CPD / SAGM B3 ml Tx4 740

500 mil 300 mi CPDA [ CPDA I / CPD / SAGM 0 ml 1x4/40 e

*used for separation of thies components from whole human Blood. The Triple Blood Bag system inchudes one primary bag having

anticoagulant CPDA f CPDA 1 /CPD solution BPR /USSP and two ampty salelite bags
The Tripe SAGM Blood Bag systam incledes ons primary bag heving anticoagulant CPD Solution BPF f LUSP, SACGM sohiion in anathar
bag and one emply satellite bag.

sUn i 6  Triple Blood Bags

4. geussqlaRinuuuviaaiy 4 W (Quadruple blood bags) eldunntafingasnfu

dautlsznavsaslaiin 4 4la Tud dinlalinuss wanaun infm@en uas Cryoprecipitate vite wWin

- - -] el L i u= L " o IJ
Tatiaume nanan ndalaen uazuinlainea Aetauaad Y Auan luANTen 9 Hﬂﬁi‘ﬂﬂ"ﬁ'ﬂ

)
w7



xS
AT
|, T g ER

—_—

oo

Quadruple Bag

gUn il 7 Quadruple Blood Bags

H’Iﬂﬂﬁ 9 QUADRUPLE BLOOD BAG system*

Bag Capacity (ml) Anticoagulant Packing
;ﬁmary Satellite Type Quantity  Inner / Outer
350 ml 300 mi CPDA /CPDA Il /CPD/ SAGM 49 mi 1x3/30
450 ml 300 ml CPDA /CPDA Il /CPD/SAGM 63 ml 1x3/30
450 ml 400 ml CPDA/CPDA Il / CPD/SAGM 63 ml 1x3/30
500 ml 300 mi CPDA /CPDA I /CPD /SAGM 70 mil 1x3/30
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*used for separation of four components from whole human blood. The Quadruple Biood Bag system includes one primary bag hawing
anticoagulant CPOA / CPDA - 11/ CPD solution USP § BP and three empty satellite bags
The Quadruple SAGM Blood Bag system includes one primary bag having anticoagulant CPD solution BP / USP, SAGH solution in andther

bag and two empty satellite bags

sinvesgiussalaianidiziiulaingn wismanmsesanwuuvianauiszuy
1. geussqladinuuuiigansaadinlaiingna (Blood bag with in-line filter) (apinmi8)

doulreneulafisfiwisonl® 19y leukodepleted red blood cells, leukodepleted

- = = n, -i P ¥
plasmailissannmsiidiadessoluludiulsznavladiaiiacifiths  dns@avainating

|y

nszfuliiinnsa%19 antibody Fie HLA nsdatmendelafa usznisfalinunadundimsfuien

nsaaislafinanalugeussqlafiainlh 2 33 A8 3% Inverted Centrifugation 391 leukocyte-poor

red blood cells maauialafinsasyanns 0.2x 10° sie unit(ge) uazdsnisnseauendialaiingo

sandaugansasuinladingn Jsamnsoandislafineamietionnd: 5x 10° de unit(qq)
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gUn W% 8 Blood bags with in-line filter

2. gaussalananigauendmiuiudaatdadia (sample diversion pouch)

Diversion pouch (agUn i 9) azs@rufugaRaiuatageussqlaiio Tavatifon
seinaduiaclafinuas collection bag wlevinisunadniansiafioudia Tafindouusnazlnaddin
1184 diversion pouch fieulwFunmssEann 30-50 mi vieuRaUsN1TEBNLULYSIHAAGILTTY
lafinuazanudeanisinlafinlyasma ey clamp Taseietiesfumslivatiounduredlain
14 diversion pouch ufaaain breakable valve desen 1 flafindousanluada collection bag
fihieniulafinuisussqegaunszuounislng amfianisutislafinfieglu diversion pouch
ldusamgoyyniA (vacuum tube) HIUNN sampling port Lﬁﬂﬁfr‘lﬂﬁﬁfamaﬁmﬂ@ﬁnw ng
it fratslafinsmasanaziusanils (closed system) 2viuandarnsuidisuassiaeting
ﬁﬂﬁﬂﬁkﬁuﬁrjﬂﬁLﬁtﬁLﬁuTﬁﬂﬂﬁi'ﬁﬂ'ﬁ-lﬂﬁ‘ﬁﬁﬂ’lﬂi}ﬂtﬂﬁﬁuﬁ‘nﬁuﬁ'}ﬂﬂ’tdtﬁﬁﬁilﬁﬂﬁﬂﬂﬁllﬂu?ﬁuumﬂ
(open system) T# mallanisuanenladsusaaagauusn (Diversion of the first part of the blood) T
fi’mqﬂi*:ﬂqﬁn.ﬂﬁ’ilaqrﬁ'ul.{ﬂﬁﬂﬁwﬁ'ﬁwﬂlu'nth;u'iiﬂﬂTﬂﬁmﬂmﬁﬂuu’ﬁﬂ'lﬂ'l.mjatﬁu‘iaﬁm HIRTGIU
AABB Alduusiinliild diversion pouch lunsuieundadendliufietonsanimniuidiouses

4 -
WeuuanGe ludiulszneveatialin

Psuiici

Sample Diversion Pouch
System

31]:":111% 9  Sample Diversion Pouch
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P Al . N s
3. pussalafiafeanwuulviiszuunisuandaulstnauvasiafinnuanseiulyl

G - Top and Bottom Blood bag System ﬁ'ﬂ;ﬂmﬂﬁ 10

T

3'1Jﬂ'mﬁ 10 Top and Bottom Blood bag System

. o
- Top and Top Blood bag System aagUnmi 11

a
gUn % 11 Top and Top Blood bag System

daulsznauresgussqlaianldiansiiulainsan

dalszneuvdneesqaussqlaiin Ae  gawaadnussqlatiauasdouszneuvediaiin
(plastic container(s)) 1inentlastunisudeiarealadin (anticoagulant solution) uazAiRetneL
InwATUAIARNIWIBNA NN UTRalatm (1w additive solution for red blood cells and
platelets) 'T"mﬁ'ﬁ'iuqam'mm'mmm:ﬂuﬁ*ﬂfi“mq'iumﬂmn‘tﬂﬁﬁ aeidn (collection tube) At
(transfer tube) Wnazlaiin (blood-taking needle) Usandjuiiin (protective cap or needle
sheath/cover) needle guard port I.Lﬂ:fi’mﬂ?:nﬁuﬁlw] LT ymﬂuu'iﬂﬁuﬁu (eyelets or
suspension) ﬁaan?ﬁTﬁﬁmﬂ"Hﬁiﬂﬁﬂﬁ’ﬂ‘ﬁﬁﬂi‘ﬁalﬂm'ﬁﬂﬁm’w (leucocyte filter as a whole blood
filter or a blood component filter) uWaXa13% sample diversion pouch WsaiTunda pre-donation
sampling device faenitalifls ludausesqananainussqlaiineraduuntiingegalissil nedl

I]dl.ﬁtlﬂ‘i:i.li‘ﬁ anticoagulant solution ﬂirﬁqqmwmﬂqair’ﬁuﬂﬂﬁl.ﬂu primary or collection bag
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. , , . :
Y1999 anticoagulant solution, empty transfer or satellite bag(s), transfer or satellite bag with

additive solution faatiedoutsynavresgaussqlain Asuamsluglnimi 12

Collection tube Breakable joint
J Transfer tube

Tear-off port

Anticoagulant

Blood taking needle

Primary bag Satellite bags

gUnnii 12 dourszneurasgeussqladin

nsuFAlnizdulsznausalain (Apheresis)™ ~

Apheresis HunaRsaudilseneurssiain Wiauandauszneusedtadinifianisann
fusanAiitAuALa (Single donor) uazAudauAL mﬁmmfnﬁuﬁﬁmninuﬁtﬁ Manual
(non-closed system) apheresis uazuuLiAresileusnaadeniua (Blood cell separator) 3
arannuazidnaranisRndetionndiuuy Manual ArinApheresis (Viee1aldA191 Pheresis vfa
Hemapheresis) H1RINATIMIATN “Aphairos” Wie “Aphairesis” E.dﬁﬂ-‘ﬂuﬂmu':h “to take from"
W38 “taking away" WAEN1TIMANRNIRAIINTRI Apheresis sl

Aphaeresis means a method of obtaining one or more blood components by machine
processing of whole blood in which the residual components of the blood are returned to the

donor during or at the end of the process.(sources:eucomed medical IEGHHGIGQ}’H.

www transfusionguidelines.org.uk, ww.dnnatingplasma.mgm}
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Apheresis is a procedure in which blood is separated into its basic components (red
cells, white cells, platelets, and plasma), and one or more of these is selectively removed from
the blood. The procedure is usually accomplished by removing venous whole blood from the

body, separating the blood into cellular and noncellular (plasma) parts or “fractions,” and

returning the cellular fraction to the patient (source: www.princeton.edu)

Uszlamizea Apheresis Mo

1. MFUTANAIANT (Plasmapheresis)

2. MsuiRAaalialadia (Cytapheresis)

3. Therapeutic Apheresis #§nunismiteainistiminAntianmasineadulslafinie
dowlsznevsesiafisfiaUnd  uasBiesmsandmoudoudszneuseslainiound  Tmenh
dnalszneusesiafisnasndeentl uazenadudaulsznevvestafisnthosmiteilufuam
Hiaandnning wananiigainun Winensdidisanisings antibody %7® immune complex W8 @17
Juiullsiu uazansfinlunszualadimeanainianie  jUuuvueed Therapeutic Apheresis 1w
plasmapheresis, plasma exchange, plasma perfusion, cytapheresis (erythrocytapheresis,
plateletapheresis, leukapheresis, lymphapheresis, lymphoplasmapheresis)

ireailauanTadenlul® (Blood cell separator) Whustesilandnass Apheresis o
sruunisundautsenayvesiafiandniitesd 2 wwu Ae wuuthwenwsd (Centrifugal type
machine or Centrifugal system ) %-ﬁ*ﬁuﬁmuﬂuﬁﬂfgﬁm?m WAZULILINTEALENERE (Membrane
filter type machine or Membrane filtration system) iﬁfir:uﬁ’muﬂuq'iiﬂuazrﬂﬂu dvsuitasthy
sngadertuiBiusimeinedlBiiy 2 uuu A9 Intermittent flow centrifuge (IFC) WAz
Continuous flow centrifuge (CFC) mmmems Ae wizdenfifvAsensuauiiia-tiesty
lafinudesailddin line lussuy uwdothuusndautszneuseslafinfidients uazifiugautszney
sadladimifeanir maeaduruudaluiRleinsiudoulszneueslafinfimaeliitiann
Far qadaurlszneues Apheresis(Apheresis set) uananisesiieruenadaniuiBude 4al
ﬂﬂn?m'%u'[ﬂﬁﬂnﬂh disposable equipment 335iAnMuMaINUEETUTUmMATIAN U NIRET I 1y
apheresis needle, tube, Y-Junction, clamps, disposable bowl, qmm‘iﬂﬁﬁumnwu MU 3R
Uiﬂdﬂﬂﬂﬂﬂﬂﬁutﬁﬁﬁu"ﬂﬁﬁ] (4usTy red blood cell additive solution gadmFuiuinladiaumq

EAMTUALNAAN wazgaussinaala¥in Tk
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14,1921

; e ' [ i r [ = J =
Yrg1laanun1sualan ilﬂtﬂ“ ALASUNEINUTNEAN WA UL TN 'ﬁﬂ‘ﬂﬁﬁtﬂ'ﬁﬂ

nsilastunisudssauazmaiiuinmnannaesialinuazdrulsznaurasdaiin
{Anticoagulant and Blood Preservation)

lussinamsiusnmiafinuasdaulsynavassladisfussqluganaiafingad
ANTNUIAREH AU NN TBIN Y azfanisu/anuutlamisiaeil (Biochemical changes of
stored blood) Tmmawizetiiishudislafisunuanndadesdsdenansznusenuninyedlaiin
uazdautsznevseslafinfiazinhiuliae

mawasuulamisdaeiineludislafinuadainlinouiisan (Viability) Ua
AuaNusnluN 1Y (Function) 1esdinlalimumiasas Sundn Storage lesions faiinne
Lﬂﬁﬂuuﬂﬂ«:ﬁﬁ'lﬁ'm Aun n1samaeTed pH, N84 lactic acid, N1Tam glucose consumption,
NIFRMRATBITEAL ATP, NTRARIIBITEAL 2,3-diphosphoglycerate (2,3-DPG)

AT mita%Viability seeinlafinuas wueddanazans stored red cells fiffaneglu
nszualafimmdeanliilafisliuda 24 4olua tTaqiiis USFDA fAmusincusidieaiintination 75% nis
W1 viability a2#iB9RT948Y in vivo red cell survival TaaenAe ATP il indicator WnsEAU ATP
aRRIINITFREAY 30 J89AINA wadaxil low viability nenAe nagauds ATP Wil cellular
rigidity I.'T;H{u Turnsdeaiuimalil red cell membrane integrity uae deformability AR u'jﬂ
ATP 8AREAANTT leak 999 Na+ LA K+ 910 red cell membrane luszdufnnndiiioduiindly
sane Tae K+ leak 1nnan

@94 red cell function WU oxygen delivery HanudunudetinauniuseAues (2,3-DPG)
{tmudnlusswinafiuinmiafindonssuufifluery szduses 2,3-0PG axamaslnd 0 nwlu
seuznandeadlant danaliinuaiunsoresadlunnseuds oxygen Wsailedennadtenas
50 s USFDA € mFu red cell lysis fvualinhitesaz 39 red cell TifiuFnmdaniy
white cell Wiebifl plasma Tuualiiafaxinlidialafiouan witiszduunnsitafiullugdanaus
AL

Tunsaaaeres pH luszwdnafudialafimume fissannisaie lactate Faihunares
NITUIUNG glycosis dla pH anAY i1l phosphatase 3 enzyme activity Firidy Sedanaliiie
nsnnane 2,3-DPG

nsLfiA platelet storage lesions (PSL) MinueAsafudinfaaum TasnasAnuuyas
meFueiiidrdryreandadeniivinlii viability ua function ¥0unfmdananns Ao N13aaaITes

o i i il -l]-qi
oH (The American Association of Blood Banks(AABB) wuzundnlspasidindsmaesnil pH<6.2
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1wnm.:ﬁqtfﬂLLuxﬁﬂ'lﬁ'ﬁmﬁﬁLﬁﬂnﬁiﬂ pH >7.4) nqaifim glycolysis 184 lactic acid NIFRARITBY
ATP ufzn9Lim carbon dioxide 47N oxidative metabolism of free fatty acids

Jielnfin storage lesions 1us3n*:i'HLﬁufﬂﬁﬁuﬂ:ﬁﬂuﬂﬁnﬂuwmfﬁﬁmﬁﬂﬂﬁqn qaflAny
sufhupeaduinenllesiunisuiedaredadistainiirfiduumaemnmusmnaselilainlugs
ussqlafindon sauisaudrflubiesiihendudvunsfuinndialafiouss uazindaiden
ANHATTHIMHIZAN Lﬂﬁiﬁ?ﬂﬁﬂuﬂxfif:uﬂi‘:nﬂmﬂﬂﬂﬁmﬁﬁmmﬂﬁﬁﬂﬁam:u:mﬁ*\l.ﬁuir’nmuﬂ:
nan W ldFnmditloy

mafeunlaamsdaeiiveadalaiinumfuanddumsad 10

wenilasiunisuisdanasladin (Anticoagulant solutions) Mdnugeussqlaiin

Tnqusrasfreantaanziiulaia (whole blood) ﬁ#'luqmm'[aﬁﬁﬂﬁ Anticoagulant A8
Vpariulatinudeda (prevent clotting) waznuenilafimliatun (cell preservation)iauinm cell
viability uaz cell function Withasagluszndnananfivineiahin

NINBIUIGAT  anticoagulant-preservative :gﬂﬂﬁmfﬁuﬁ'mmm'ﬁq ATP  Faduflui
avbadlianstonitiniinfisne st

- Citrate Wusatosfudanssuaunisudefaresdadia (coagulation) Toendinldy
(chelating) fuueadelunagaun  Jwasdoufmumdndnlunssusunisudeiavelaiin
Sodium citrate {fhuanstlasulafinudeiidrdnign Wilusilausnaudelagiudiesarnsiagn
wldiruabidlusunmes i umadng wiba A luBuadmuniivll Wy aanmsdae
Tadimduswauninlunaisadafienantidia hypoglycemia 1

- Dextrose Hhuvssranimanglaasesdialainung uszduasdniulunisaie
ATP HunszuIuMs glycolysis el citrate niewiding citric acid cycle (Kreb's cycle)

- Sodium biphosphate il buffer ﬁwﬁ.mququmﬂmﬂun:nﬁhq'lu"lﬁﬁﬂﬁa
dlesarnginieatng lactic acid M end product aINNTTUIUNTT glycolysis $EM91aNIRAUTNE
{a¥in

Adenine lusaidiu (supplement) ftaslunsdanmsiuazifiurzdu ATP luils
Tavinuma Satael¥ viability Aty Bleweufunienilis adenine Iat adenine Wuanssadnilunas
duped ATP lifin activity 98aienlnl adenine phosphoribosyl transferase W ldidatinm
se#l adenine nucleotide pool nelusad LA

ﬂrﬁm’ﬂmﬁumm’nqﬁ'rrnm‘iﬂﬁmﬁmhq'] ¥l Bnsianniidausenaufiunnsinaiy

u A
AAAI ILAITIN 11 URT AT 12



mnai 10 maffsanlam ¥ uativeaiialafinuns(Nonleukocyte-Reduced Red Blood Cells) 3:¥1141Auiny1lu Anticoagulant 112z Additive Solutions ¥if

Mg
Variable CPD CPDA-1 AS-1 AS-3 AS-5
Whole Blood Whole Blood Red Blood Cells  Whole Blood Red Blood Cells | Red Blood Cells | Red Blood Cells | Red Blood Cells

Days of storage 0 21.00 0 0 35.00 35.00 42.00 42,00 42.00
% Viable cells 100.00 80.00 100.00 100.00 79.00 71.00 76 (64-85) 84,00 80.00
(24 hours posttransfusion)
pH (measure at 37 C) 7.20 6.84 7.60 1.55 6.98 6.71 6.60 6.50 6.50
ATP (% of initial value) 100.00 86.00 100.00 100.00 56 (= 16) 45 (£ 12) 60.00 59,00 68.50
2,3-DPG (% of initial value) | 100.00 44.00 100.00 100.00 < 10.00 < 10.00 < 5.00 < 10.00 < 5.00
Plasma K+ (mmol/L) 3.90 21.00 4.20 5.10 27.30 78.50° 50.00 46.00 45.60
Plasma hemoglobin 17.00 191.00 82.00 78.00 461.00 658.00 N/A 386.00 N/A
% Hemolysis N/A N/A N/A N/A N/A N/A 0.50 0.90 0.60

*Values for plasma hemoglobin and potassium concentrations may appear somewhat high in 35-day stored RBC units, the total plasma in these units is only about 70 mL.

25
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H"'li"'ld‘ﬂ 11 Anticoagulant-Preservative Solutions (mg in 63 ml}"’“ar
*Variable CPD CPz2D CPDA-1 ACD-A ACD-B | 4% Citrate
pH 53569 | 53589 |5359 4555 4555 | 6475
Ratio (ml solution | 1.4:10 1.4:10 1.4:10 1.5:10 2.5:10 0.625:10
to blood)
USFDA-approved | 21 21 35 Automated Automated collection of
shelf life (days) collection of plasma and for plasma
RBCs, Platalets, exchange
and FFP
Content
Sodium citrate 1660 1660 1660 1386 832 2520
Citric acid 206 206 206 504 504 As neaded for pH
adjustmant
Dextrose 1610 3220 2010 1599 956
Manabasic 140 140 140
sodium phosphate
Adenine 0 0 17.3

“For collection of 450 ml whole blood {or automated collections); CPD=citrate-phosphate-dextrose; CP2D=citrate-

phosphate-dextrose-dextrose; CPDA-1=citrate-phosphate-dextrose-adenine; ACD-A=acid-cilrate-dextrose{formula
A); ACD-B=acid-citrate-dextrose(formula B); FFP=Fresh Frozen Plasma

angIed 12 Anticoagulant-Preservative Solutions (mg in 70 mi)*"?

Variable CPD CP2D CPDA-1
pH 5.3-5.9 5.3-6.9 5.3-5.9
Ratio (ml solution to blood) 1.4:10 1.4:10 1.4:10
USFDA-approved shelf life (days) 21 21 35
Content
Sadium citrate 1840 1840 1840
Citric acid 209 229 229
Dextrose 1780 3570 2230
Monobasic sodium phosphate 155 155 155
Adenine 0 ) 19

*For collection of 500 ml whole blood; CPD=citrate-phosphate-dextrose; CP2D=citrate-phosphate-

dextrose-dextrose; CPDA-1=citrate-phosphate-dextrose-adenine
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1. unmillesnunisudisdivesladinnldiugsussaladinman European

Pharmacopoeia 7.0 monograph Anticoagulant and Preservative Solutions for

Human Eloodl"

AT AAT3 “Anticoagulant and preservative solutions for human blood" are sterile

and pyrogen-free solutions prepared with water for injections, filtered, distributed in the final

& — a [ 'ﬁ.‘ [ = = L e -4 —i ¥
containers and sterilized.” uazutisienilasfuntsudsdaseslaianlinugeussqlaia i 2 ngu

(1) Anticoagulant acid-citrate-glucose solutions (ACD)™

dausznay Ang A 4ns B Content limit
% stated in the formulae

Sodium citrate 22049 1329 95.0 - 105.0

Citric acid monohydrate B0Dg 48¢ 90.0 - 110.0

or Citric acid, anhydrous 73g 449 90.0 - 110.0

Glucose monohydrate® 2459 14.7 g 95.0 -105.0

Or Glucose, anhydrous® 223g 13.4 9 95.0 - 105.0

Water for injection to 1000.0ml | 1000.0 ml

Volume to be used per 100 mi of blood 15.0 mi 25.0 mi

* The competent authority may require that the substances comply with the test for pyrogens given in the

monographs on Glucose monohydrate and Glucose, anhydrous, respectively.

(2) Anticoagulant citrate-phosphate-glucose solution (CPD)™

drulsenay Content limit % stated in the formulae
Sodium citrate 26.3¢g 95.0 - 105.0

Citric acid monohydrate 327 g 90.0 - 110.0

or citric acid, anhydrous 299g 90.0 - 110.0

Glucose monohydrate” 2559 95.0 - 105.0

or Glucose, anhydrous* 232¢g 95.0 - 105.0

Sodium dihydrogen phosphate dihydrate 251g 95.0-105.0

Water for injections to 1000.0 ml

Volume to be used per 100 ml of blood 14.0 mi

* The competent authority may require that the substances comply with the test for pyrogens given in the

monagraphs on Glucose monohydrate and Glucose, anhydrous, respectively.
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1. ANWIUT A colourless or faintly yellow, clear liquid, practically free from particles.

2. Maneasy laud mMsmagauendnwol (Identification), pH, Hydroxymethyifurfural, Sterility,
Pyrogens

3. msAasziunianas Citric acid, Sodium citrate wa¥ Reducing sugars Wnsdiinen ACD uas
nisaAsEIFN Sodium dihydrogen phosphate, Citric acid, Sodium citrate uaz Reducing
sugars un sithingn CPD

ar 3 ar - o ¥
mstnuinsvienilesnunisudisnouaslafinnaien ACD ua® CPD may EU Ph.

Storage in an airtight, tamper-proof containers (of glass or plastic), protected from light

PD A#7d EU Ph.

& -, ol ay
srygasuazTuIArrenen warfiunsialingagananuisoussq lugeussqlaiin

r L F B
2. thenilasiumsulisdrvesdaiinildiugeussqlaimmu  The United States
Pharmacopoeia (USP 35) monograph Anticoagulant Solutions™

finantlesiumsuiaianealafini Wiugeussalafinmn UsP un

(1) Anticoagulant Citrate Dextrose Solution®

drulsznau* g5 A 4nT B Content limit gATA | @RI B
Sodium citrate (dihydrate) 2209 13.29 Total Citrate, | 20.59g- | 1237g-
or Sodium citrate (anhydrous) | 19.3g 1164 expressedas | 22.759 1367 g
Citric acid (anhydrous ) 7.39 4.4 g citric acid

anhydrous
or Citric acid (monohydrate) B0g 489 Dextrose 23.28g9- | 13969 -
Dextrose {(monohydrate) 245¢g 14.7 g 25.73¢g 15.44 g
or Dextrose (anhydrous) 22.3qg 1349 Sodium (Ma) 490g- |294g-
Water for injection to 1000 mi 1000 mi 5429 325¢g

* no antimicrobial agents
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(2) Anticoagulant Citrate Phosphate Dextrose Solution™

drudlsznay’ Content limit
Sodium citrate (dihydrate) 2639 Total Citrate, expressed as | 19.16g-21.18g
or Sodium citrate (anhydrous) 2306g | citric acid anhydrous
Citric acid {anhydrous ) 299g Monobasic sodium 211g9-233g

phosphate monohydrate

or Citric acid (monchydrate) 3279 Dextrose monohydrate 24229-26.78¢9
Dextrose (monohydrate) 255¢ Sodium (Na) 621g9-686¢g
or Dextrose (anhydrous) 2329
Monobasic sodium phosphate monohydrate | 2.22 g
or Monobasic sodium phosphate anhydrous | 1.93 g
Water for injection to 1000 mi

* no antimicrobial agents

(3) Anticoagulant Citrate Phosphate Dextrose Adenine Solution™

faurlsenay® Content limit
Sodium citrate (dihydrate) 26.3 9 Total Citrate, expressed as | 1916 g-21.18g
or Sodium citrate (anhydrous) 2306 g citric acid anhydrous
Citric acid (anhydrous ) 2999 Manobasic sodium 211g-233g

phosphate monohydrate

or Citric acid (monohydrate) 3.27g Dextrose monohydrate 30.30g-3350¢g
Dextrose (monohydrate) 3199 Sodium (Na) 6.21g-6.86¢g
or Dextrose (anhydrous) 2909 Adenine 0.247 g-0.303 g
Monobasic sodium phosphate monohydrate | 222 g
or Monobasic sodium phosphate anhydrous | 1.93 g
Adenine 0.2759
Water for injection to 1000 mi

* no antimicrobial agents

& ¥ & '

MIANAHAUMNNIUIETIVNATNNAHAIHN USP

1. mepgeu llud  mmasauendnsol (Identification), pH, Bacterial endotoxins, Chloride,

i s
au 7 AndierinuuAed Injections
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] [ = 'ﬁp il L] i
2. msawasilinnuied A luhewsscngu lAud Total citrate, Sodium, Dextrose,
Total phosphate, Adenine

s r L = # ]
msiiuinsihenilesiumsuiisdaneslafiansaunauma usp

Preserve in single-dose containers, of colorless, transparent, Type | or Type |l glass, or of a

suitable plastic material

s funms (i) 1earinenii e 100 mi sealafin( whole blood) ¥iie 13unms (mi) 10ainenTile

Aelafin( whole blood) Mazussqlugeussqladin

g3 (Additive Solution-AS)™ 6%

venanlfitientlesiunisufaiasedainugs deinasliihendiu(Addiive solution-AS)
Gl ludislafinunmdainamaranisenilude  stunvesinenddy (Additive system)
Usznavsasgaiulaiauan( primary collection bag) ﬁuﬁﬁdﬁmﬁﬂqﬁummiqﬁ'ﬂﬂﬂﬂﬁﬁ ezl
0aNn4 (satellite bags) Bnetlion 2 g4 Isegausnifluganldn (empty bag) uﬂ:qaﬁﬂﬂaum AS
(lgaussqlatimaunm 450 mi axiitfiunms AS et 100 mi findugeussqlaingunm 500 mi axdl AS
uINNdLANIEN e Tudumaunsieudialafinuaadiviu ndsaniwaauieenain primary
bag WA99ZIEN AS 990 satellite bag naudnlUnaniuuialafimusaudiniu As Jarserusdmiu
fnwutialatinuns lAunans sodium chloride, dextrose, adenine u.ﬂ:miﬁu-] #ﬂﬂﬂlﬁi‘m red cell
survival uae function ilisintafinumse1kBe 42 fu uarlBidalafiounsiiil nematocrit syann
Yeuax 60 (Anddaladmunadniuiivioniagisund) JafussiuivinllisasnisiuaBeuladin
7 Livile wsenslilafin nsuau AS driudinlafinuee azfissmauniely 72 daluantonds
nsia=lalim  (phlebotomy) bedreansliiendhenantaniinssesnanfuins i sladin
ums Foanmnuvilaudo Seilfenaun Bun 9ouindm excessive nutrients lundmides uszdoe
WinauAu optimal ratio 984 red cell to nutrients AW atirslsfiony As Hedeie T &
glucose uar electrolyte UFHuAsuinegr  ensiifeddansiifihalsauawanuvienuiy
electrolyte AnanIulily uasin X dlalatinuasiiil hematocrit Anndaund

.'I" s T ] o -J
UIEUNATH (AS) TUARTT maLandlun1sai 13
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@1519M 13 Composition of additive solutions for red cells (mg/100 ml solution)"

Composition SAG SAGM AS-1 AS-3 AS-5 Circle Pack
(Adsol®) | (Nutricel®) | (Optisol®) | (Cir/Pk®)
Dextrose 900 900 2200 1100 900 400
Adenine 17 17 27 30 30 7
Monobasic sodium | - . - 276 - 285
phosphate
Mannitol - 520 750 - 525 -
Sodium Chioride 877 arv 900 410 877 718
Sodium Citrate - - - 588 - 588
Citric Acid - - - 42 - 42
Primary bag anticoagulant CPD CPD CPD CP2D CPD CP2D

SAG=saline-adenine-glucose; SAGM=saline-adenine-glucose-mannitol

= _— §
venadudwiuinaniaan (Platelet Additive solution-PAS)
F" - £-1 “‘I o [ i J‘
dendudmiuindsmesdiuinandesiAuinsundafes léuuiu InnsAnm
Huewmugasivanuatsssnihenweiulss@ninmlumaiuineundeiaen  (platelet
i 5y
survival) antBununanani lunisielafindwsdonldiaanisuiuaznisiialilunisdaladin
UAXLNIATAEE0e inactivate pathogen Mot doulwghinendiudmiuindaneslsznavsonans
[ L] -4 = wl £
acetate uammsawiuindmaeniaulidiuasra bicarbonate Wid oxidized Tainfmaeaszing
e - . y |
buffering capacity a17eun 1 dunune glucose usga livnaessuy pH HBIRINNFATN lactic
acid N3N buffering substances A98Y 194 phosphate, magnesium WAL bicarbonate 9998
[ -J 5 J L :;" M
fnw pH Milunanaly ansiafu iy L-camitine AlUam platelet metabolism wazeuga apoptosis
o 5
dviunsamBrnamangunlunisinalaiimimudsadnfggaeniaslitannninnues
purinergic platelet receptor UWAZNFEUIUNTT ADP-degrading activities Tunanaun n1sANEI99e
] . . . =l - oy iy -f -J = | -
dauluaiilu in vitro studies Aasiin sANEISENARINNINTUNEEIUY in vitro results

ky = @ = - - -
u’]ﬂ']i.ﬂmﬂ']“mlﬂﬁﬁlﬂﬂﬁﬂ“ﬂﬁ"lﬂ'] AIUATITEIN 14




m91aM 14 Platelet Additive solutions™

32

New citrate | phosphate | acetate | magnesium | potassium | gluconate | glucose Alternate Previous ISBT 128

namig Marmes Miame

PAS NS NS NS NS NS NS NS not namead

PAS- | X X X PAS (1) not named

A

FPAS- x X PAS I, PAS-2, | PASII

B SSP, T-Sol

PAS- x x X PAS Ill, PAS-3, | PASII

c Intersol

PAS- | x X x X X Composol PS | PAS lliMgK (note,

o Compasol PS
should not have
been called PAS
iNMgK

PAS- X x x X X PAS M, not named

E SSP

PAS- X x X X Plasmalyle A, | not named

F Isoplate

PAS- x X X X * b not named

G

MS=normal saline Source: Ringwald,J., Zimmermann,R., and Eckstein,R: The New Generation of Platelet

Additive Solution for Storage at 22°C: Development and Current Experience, Vol 20, No 2(April), 2006 pp

158-164
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5.1 anmumanie (Specification)

wazwniaReFusraensieszi (COA)

5.2 Fan15Ased {Analytical Procedures)
5. 3NTAII[NAEEL H’l’lul,]ﬂﬁﬂﬂﬁﬁﬂfﬁﬂ’ﬂ
Gl

(Validation of Analytical Procedures)

5.4 MIINATIZ§UNIINER (Batch analyses)
5.5 NMMIATIN ﬁﬂﬁmﬁlﬂﬁﬁzﬁﬁﬂﬂﬁikaﬂﬂu
(Characterization of Impurities)

5.6 mr’fmamqnawmﬁﬂﬁwuﬂmm:

(Justification of Specification)

P6 #15HIRTFIUWTRIAANIATIU
(Reference Standards or Materials)

P7 ssuvilanasntususss

(Container Closure system)

P8 AINHNASANIN (Stability)

- UNAFUAMNAINAIRNIN

(Stability Summary and Conclusion)

- FEMSANEIAIINABN IR ATTUTEA U T
AnmAc AN IIMAIRNEN A FupTRELH
{8l (Post - approval stability protocol
and stability commitment)

- 93AANAIANIW (Stability data)

W nijﬂummi ALATalaunng

. =
1. dAninuanznssuniseIsuaze lAlsenANTENS M ST NG TITRY MANINMUT

war3Sn1siAlumsndnIATasliaunnd w.A. 2548 tiiaduh 27 Aquieu 2548 Taniiuuanis

{10 15013485:2003 Medical

Devices-Quality Management

Systems-Requirements  for

- N
Regulatory Purposes ﬂqﬂqﬁuuﬁﬂummgwﬁﬁuﬁmuﬁnnﬂq Hilewisznaufion
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UeuANN
< a
NHIAT 1 FTUUNITUTMITIUAMNI ( Quality management system )

¥ 2. ¥efwusvialal ( General requirements )

da 3. FanMuARIENES ( Documentation requirements )

‘Il:l-rlnﬂ 2 Hﬂﬂ%]ﬁﬁ'ﬁ'ﬂﬂi'ﬂ-lﬂ'lmﬁ“ﬂf{ Management responsibility )
din 4. ulbureRounw ( Quality policy )

ia 5. dagUreasddrunounn ( Quality objectives )

¥a 6. Snunaniind uazauFuRaTeL ( Authority and responsibility )

o 7. Aounudeniznng ( Management representative )

o [
WHIAN 3 NNFIANITNINEINS (Resource management)

¥9 8. ninensyAASs ( Human resources )

s 9. 'Ifﬁﬂﬁ’i‘ﬂ‘r{ugﬂu ( Infrastructure )

8 10. anmwaadanlun1sinau ( Work environment )

WHIAN 4 N1FEAR ( Manufacturing )

2 11. N19979U0U ( Planning )

fin 12, Farvuaineafunandoue ( Requirements related to the product )

9 13. NMIBBNUULILALARIL ( Design and development ) (513)

¥ 14. nsdnite ( Purchasing )

¥a 15. neAanlunITHRRLAZNITUINIS ( Production and service ) — ﬁﬂﬁﬁuun‘rﬁ'ﬂﬂ

8 16. neAiiunisnBALAZN9IENTS ( Production and service ) — $afimwumianis

§i8 17. n1eArvRsBUAYINGNABITRINTTLIUNIINRALATNLENAS

¥ 18. MrAtuazmMaseundul

¥o 19. nindRurasgnén (Hindl)

¥9 20, NMANLFNEINARA N

fio 21. n9mUANIATRIleT T L1NN3APIRABLUALNARDL ( Control of inspection and testing devices )
WHIAN 5 NSATIRABY MINAKAY uaznsunly

(Inspection, Testing and Corrective action)

8 22. N19APIAABUUATNARBLNAASTUT ( Inspection and testing of product )

di9 23. ngmsraRamiunielu ( Internal audit )

§ia 24. mamueurdn S sidulumadiefmus ( Control of nonconforming product )

& 25. maUfjidnasufila ( Corrective action )
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2. TRMMUATRININT N ISO 13485
& H [ : 1 = e o
MR ISO 13485 hamsgruiivimnndu ehiuuanclunisiannssuuig

AN vuEnARAIelaunn e ATALAGUAILA N1FBBNULL N1THRAR N13918 NIRAR LAY
nastinas Teedld e indnwresfieurminiignniw uszdaeatefuiliay dsnald
aFausn el 2539 Usznevdnudaiimandn < a8 Fo Wun
1. TRUBANBINIATF U (Scope)
- unialal (General)
- mfﬂi*:qﬁﬁ'ﬁ (Application)
2. \an#nga148a (Normative reference)
3. AMANY LAZAINUNAY (Terms and definitions)
- active implantable medical device, active medical device, advisory notice,
customer complaint, implantable medical device. labeling, medical device,
sterile medical device
4. STUVUTWITAMNN (Quality management system)
4.1 §arusialyl (General requirements)
4.2 §anuaknuenang (Documentation requirements)
- '.Ll'ﬂﬁ:"."lﬂ (General), r:jﬂﬂqnmw (Quality manual), N?ATLANIANATT (Control of
documents), NMgALANLIUAN (Control of records)
5. aAnuTubintauvesthausuns (Management responsibility)
5.1 ﬂ*ﬂu:jqﬁ’u-nmﬁu'imi* (Management commitment)
5.2 nMiiAudATYTugnAn (Customer focus)
5.3 ulausAmN W (Quality policy)
5.4 MUY (Planning) : JmgUrsaaARtAIN (Quality objectives) WRY N9 UAY
5.5 T:ﬂLﬁnn‘wﬁmmH (Quality management system planning)
- uiirfiAniuiingey S1une wasmsiteans
5.6 NInuniuestheiung (Management review)
- umvialal (General), fayadmMiLNIINUNIU (Review input), naf lHannIMUNIN
(Review output)
6. NIFIANISNSNEINS (Resource management)
- NFPAIININENT (Provision of resources), NINEINTYAARA (Human resources),

y
3983 Ug U (Infrastructure), anizuandenlunsinau (Work environment)



7. NNSATIINAANNN (Product realization)

7.1 NMIINALEUNTA T ERAAN (Planning of product realization)

7.2 n&:mumﬁiﬁmﬁu%nﬁﬁ (Customer-related processes)
- sfusdafusiinuodeatunaasioet
- menumavdenueiifoodesTunanis
- msfeasiugnén

7.3 NsBRNUULR=WEIWT (Design and development)
- NIFINUAUNTFEBNLLLLATWR W
- SR AR MTUNNTEBNUULUAT WAL
- AR LHRINNIFRBNULLIAS AL
- NENLNAUNIFRENULUUASWRIULY
- NFNIUADLNITEBNULLUAEWHU
- MIMARBLAMNYNHBITDINIFOB NLULIUATTRILN
- n*\iﬁauqumﬂﬂﬁiﬂuuﬂﬁqmﬁanuuuuﬂ:ﬁmm

7.4 mﬁﬂgﬂ (Purchasing)
- NEELAUNIEATE Eﬁqﬁﬂ'\ﬁﬂ{ﬂ MIMIuRRLHAAAITARE

7.5 MMINARWALLENNT (Production and service provision)
- NFATLAN (Control of Production and service provision)
- AINARBLAITHYNARIIBINTTLIU (Validation of processes for Production and

service provision)

- n":'.i'ﬂﬁvuﬁtmi‘ﬂﬁunﬁ’u'lﬁ (Identification and traceability)
- nindRure3gnAn (Customer property)
- MAVLFNHHARALT ( Preservation of product)

7.6 MirauAnFTesileT W Anauuazin
(Control of monitoring and measuring devices)

8. NN9IA NIFILATIEH l-l.ilEn"l‘l'lﬂ"uﬂ‘iﬂ (Measurement, analysis and improvement)
_uviinld nsiEhAsmaussin nsraueuda e idulunuFeivun

nisamssiiays nnsUFulge (General, Corrective action, Preventive action
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HIATFIUNTHARE

AlszniAnsEnsansnTgaites nefinuuameaz@eafsafundninusiuasiznisly
n1sudRewuaquiuAmuNguNNEdRen WA, 2554 893Ul 14 oy 2554 Aunomeny
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Guide to Manufacturing Practices for

Medicinal Products PE 009-9 1 September 2009 Tmumﬁamﬂfﬂiﬁﬁaﬂ
WHIA 1 NIFUTMITAUNN
WANNT NsUsziufunm MR NNOUTUAZABN AR SRR NITATLANATULIN N3
NUNTUARMWERRTT UaznIRLFINzAIE IR LAY
WHIA 2 YARING

UANNIT YARINTUAN MSENBUIH uargrauitdiIuyAng
WN9A 3 BIATHDTUNUATIATRLID
WANNIT 8IANFANIUN UFLNIIANTEUNIIHAR UTMAALTL LFIUATLANAININ

\Bianidu 7 uandtasile
WHIA 4 NMFANLUNTATULANENS

wanms fefmuaaly Fedivue FerwuadwiudngAuussiannisussy deriwus
dmiusdadineissvinndawasuaiuiseussy fenmusdwiunaninsianiagy geeniuae
WAZAMLTIINIELIUNSHER  Aduusinisussy dufinnezuaunisn@n tuiinnnsussy 3802
ﬂﬁu‘ﬁuﬂ:ﬂ'uﬁﬂ (N175U NTguAeE NMINAREL 'ﬁ'u']}

WHIA 5 NsAHUNSHER
[ o lll.r - J' L] - .
wannie Yentvuanall nastleaiuntsdudleudinlunisativnasu@a nisaseney

AHYNABY TRGAL NFANTURIINTELIUNIHER HARAIIENINNTHAR URZHARATUTITAUTTS
Faanasussq mMasndunisussq nansumdGagL dagRlidndedrmue dagidanduan il
uasingignduAu
NHIA 6 NTATUANATUNIN

wdnnis  Fedmueialy  wannausasiBmeiiaduiuliefuRnizacuauAmnm
\@NANe NNPGUALBEN NINAReL SRARINAMLAIANNBENBRITRY
WHIA 7 NFANNITHRARATNISILATIEN

udnnas Ferimmenial finkns KFudng dyradig
NAIM 8 TRFBUTHURALNITITUNAUNRAN U

wann1s fe%eaFeu nsFanAunansue
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WHIA 9 NMTATINABLAULDS

e - S wASy |
IndnnisAe ﬁﬁ«:ﬁwmmﬂqﬂﬂummﬂqmﬂlﬁﬁnwmfﬁﬁﬁﬁwnwﬂguwﬂ Hinns

B

ak

sfiunsatngnisafhlumundnnisremdninusiuazdsnisialunisadn sandaiedunis
ausuuzmsnsnasui sy
WA 10 MIANAIBEIIRNALUAEIAANITLSSY

UANNE YARINT TAOAL uazdnanIsLIsS
WNIA 11 FAREN9919R LA ATRE 1A ALAL

s udnmsialy sraznanisdaciy SruauietslindBauasfaetadaiu aniaz
nsdaiu Feanaaiiiluanudnsaisnes fMotraineds Frednadaiy fetiainaBuaziaetis
dfulunadifguastlaianis
NAIA 12 MIATINFUTBIUATNITATIIABLAINYNADA

WANNTT NIFINUHUEIMFUNIIATINRBUAMNYNARY N1sANTMNITHINIENAYT NI9ASIN

$Us89 (NM7BBNULL NSAMAY N19RNNTUY ANTTOUSRISMILANGLAIN T2UL uaziATeaTlald
DL ngEUaunMIiaUNTBATES M ﬂ’éﬁun'ﬁnﬁmﬂﬂﬁﬂnﬂwﬁﬂuuﬁh} ASATINARLAINY
QNABITOINITNIATINATEA msmuaumﬂﬂﬂﬂuuﬂm ﬁﬂiﬁﬂ‘lﬁﬂﬂﬁ’]ﬂ”ﬂﬁﬁﬂﬂ'{"l
WNIA 13 MINARENIN ATH UAZTRe

WaNN1T BIANsanNTILsTATEle nsdTiunsuan
wa9A 14 Mmeuanglsaanide

wannae Ferinmueialy nisutlssinnesaiissaceiauazginsnisniAnzan RIS
AnAutiesaseiauazgUnsainnniAazen malulatilalaawmes (Isolator Technology) malulad
nasithiugy nasussquaznistianiin namAuT il aanideluiuneugatinn wanioem
wirtlatnszutunsAaInde yaaIns e1ensRad Aiesle QI8N nTzuTuMs N
Vitsaannida nasinliidmaandekanansbeu ansbeudu ameuwis nainlinlneen
oo Fed nasinlilsasndesonieviaueenled nasnsaandnfmusianitliannsaniili
ﬂﬂﬁﬁﬂm{ﬁ‘lum-nu:umanﬁm funﬂuqaﬁﬂmmnﬁmﬁmﬁmﬂﬂﬂmnﬁﬂ NNFATLANATLA T
waan 15 menanaansuneanInlilisnnszAungiiduiu

NFHARAITHANAMINTNAMFUEMNTARdNANET N1TRARAINSsRRn euendadRd
nsuaRnaRi e dRIuanmulidadu nmafiudatinagnegs (muan 1 %o 7(8) uazuuam 6 fe
180) t@mnusindnfulsmaanide
nNIN 16 n"linﬁnmmiﬂuuﬂ?ﬂﬁiiﬂﬂmgnnuuuumwn'nmnh

wdnnag ferruuaialil erarsaniuiiuaziAtesiie n1sdfiuntsndnuasnisAIuAy

AN N



47

WHIA 17 NITHAANATNUNTIA

WANNT YARINS aATEnTLaIATedile nsATiunInEs NITATLANADININ NP
FMMUNLUALAFITUNAY
wHIn18 mMsldssdgiinnalaaau (lonising radiation) Tun1suAnuaniuae

waNNIT ANFUARTEU N1sTAENIMTE NIRsIaasUANYNABITEINTELIUNIT N3
naaeylrsnaeiadnouduaudiuns@etmueialy wWiseeeiidunuun Aieerefeaaua
Bidnmsen) naaseudnreslseaueefed arasaniud nezuaunig mednfiunisiuenans
NIATIRBAARTNIAUYITE
wuam 19 sruuilfreuniines

wRNNYT UARING ﬂ’\i‘ﬂﬂ‘iﬂﬂﬂﬁ’]ﬂ“ﬂﬂﬁﬁﬁ
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=4
UNN 3
=, i
AEN1SANEN

WhunasAnsidanesun TaaAnm ST 12RIzULNIIAUANABUINIARA (Premarketing
Control) @ mwmfugaussqiaiayniin ﬁtq-nﬁﬂqqmsh qﬁuﬁﬁ'L'fﬂu1ﬁﬂ~:ﬁunwui~:ﬁ"wm'iﬂﬁmuﬁ:
thefuinmanmdausznauyesladin sauiagaiililussuy Apheresis TatAiAsziszuunis
ArLANTEId NI IuANENITINIFa I MITUareY lulaq i Wk uifsudussuunisacuanly
srarlszna (gln anigeuing upunm esamn@e unzilsznAly ) Jakediid aeanay
fayanimrdangeaiuaunn szttt lafeyasiie q ﬂufﬁ’ﬁﬂ:ﬂﬁ#upu#ﬁmﬂﬂﬁuﬁ )
sssdnlrznevlafisfiasinuussqlugs maufnmdnalsznevaeslafinuaznsin U ¥5nm
Tsp afinveatinensing 1 siavesgussqlafiniimatesyuy NIATEIUTBINIUAZNISUAPIRATN 14
unssdanaifuninliud misde wnasienis ngmnouazsdieifoadies nnsdududieyaann
Sumefifin msdnressunlaaniumissaufiruaugussylaiinlusialszng uananii
nssaurnieyansiinusinfuen “thetlestumsuiefaredaiiniussqluquivlaiio” ¥aan
gdayarndming ANINMUAMENITUNITAMITUAZEN UGEAINNITATIATBYALALATIAIN
Huanuazgud MATALE AT a¥§ Aaamauiinisdun ofFdnieiimeuienniuuay
nswnupanseutesdindnuasindfarldfuaansznulasasamniinisulfsuwlanite
ﬁ’mmfzuummumﬁqqu':ﬁ‘iﬁﬁmriwmnmmmﬂf:mﬁ'lﬂuLﬁmﬁnﬂﬁﬁﬂ%mﬂnwﬁunmq
fiilna unideusimuandiamsiuszdniniaiauauuzlunsirnnssuunisasuaueesing

- 4 d
Withlsz@nsnmlunisfuasasduisinanniulavairnissliseigaiubisznaunis

Fumnaumsaneniifeil

1. An saurandeyanisdiniseeenausiqladin (teveege mahllEsfulaia
WusnuazdarTandaulsznauresiain aaassulfifiulstinuasdoutsnausasiaiin)

2. Anm murndsusanadsinireeslainuazdaulssnaureslaiin (1iinresiaiin

maAufne uazniain U3 inmlsa)

i J" i o ) e "

3. Anw sousanfayannsdriniraesthentlesiunisuiednreslaiin (Anticoagulant
solutions) wazutUFnan waIsgulsenauesalalin (Preservative solutions Wi Additive
solutions) équ:ﬁ'l.uqqmﬁ'ﬁﬂﬁm

=i [ l‘l ey J -3
4. Anw sousandeyanziouniuen “enilesiunisudeinreslatipnussq lugaiiu
= 1 - 4 \ ; | - & g
Tafim" Tesaudaiien preservative solutions Ane 4 iussqlugs angrwleyansiiiouafuenres

ANINEN ANINITUANENITHNNNTEMITUALEN
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5. ﬁuﬁﬁﬁﬁﬂmﬂu.ﬂuiﬂﬁﬂ'nuﬂuWﬁjfm'nﬂqqqmﬂ'iﬁﬁmﬂtummgﬂu'mﬂnﬂ
AaLsTMALANIRIFIUANA andnATguEsIeANIeIIITalin

6. ﬁnmqmummﬁmqqmﬁiﬁﬁmuﬁ:ns-:mumﬁuu‘i-ﬂ1ﬁuﬂﬁmﬁ§=ﬂutﬂﬁmﬂﬂ:
il Wressninmalng uaznszuqunisfunBanauasdawitenlafiafiasinlidsessunasiden
uw Inendedeslu

7. susunededlsznauns (Gudaussiindngeussqiain uardmituuudisoadoys
anfiszneumsfieafumesBenguussyladin Inmideysisnsiidnmldanie 1 fede 6
wtuadew  uwararueseuaguUsmiuinAgfifents  asensummeseuAgnias
arauAguALEsznauniTuNse fewi e

8. Amiuuudummiianzdngszsnaunis GasdeAndiusenimNINITAILANGILITI
Tnfmdainss@ngnmniskunsesduiing LB TG TR TR TEEL DT I
AIIagaUANYnAssATauAguALELTTNaunTTU nowinlUlE

9. iususan Arred uazapliisyanismeuuuudirsuasuuudunanal

10. Kupfin Anm susandieyasruuniseyingeussqlafiadeusanaAaIALAENSSIULN
naRfTuTvTarzAuNIIAILAN lulssAlne wazFnassna

1. AwmsinFoudeunisarunugussyiadinlulssvanouazsinlssma

12, apluanisAnmuazdminiaiauauus
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=4
U 4
HANITANEN

nsAuANgIUsTalalin lunauannnelsy (Ev)
npwnefiATuANEresiiournelueTai 3 atiu W
- Medical Devices Directive93/42/EEC
- In Vitro Diagnostic Medical Device Directive 98/79/EC
Active Implantable Medical Device Directive 90/385/EC

94Us991RiA (Blood Bag) \luLATasiiaunninelé Medical Devices Directive(MDD)
93/42/EEC WRZQUULA LUNMLAN (whluganlae Directives 2007/47/EC) Famu Article 1-
2(a) 1 MDD VifieuAndn ATasiiaunndl (medical device) Wuaede  “any instrument,
apparatus, appliance, software, material or other article, whether used alone or in combination,
including the software intended by its manufacturer to be used specifically for diagnostic
andf/or therapeutic purposes and necessary for its proper application, intended by the
manufacturer to be used for human beings for the purpose of:

— diagnosis, prevention, monitoring, treatment or alleviation of disease,

— diagnosis, monitoring, treatment, alleviation of or compensation for an injury or
handicap,

— investigation, replacement or modification of the anatomy or of a physiological
Process,

— control of conception,

and which does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its function

by such means "

WazANM MDD moummAtesilawmlagduuniitesioummdmupudsaiiy 4 ngu
l#uri (1) Class | - Low risk medical devices (2) Class lla — Low-moderate risk medical devices
(3) Class llb — Moderate-high risk medical devices (4) Class lll - High risk medical devices ot
finausinisfiarsandangy 18 Rules AN Annex IX 98¢ MDD F4neussqlafin (Blood Bag)
SnSluiatasiiaunnd Class Iib Au Rule 18 fiszydn “By derogation from other rules, blood
bags are in Class IIb” uarlitaziiluasldn guussnheilasiunisuisirvadaiiniie
venfiufnsaniwduszneulalin  qedwiuusqlafinon  dislalisuse  nfmien

‘I & 1 a - (-3 &
wa1aun vreulaladingg rzesvsdudewi Wi e wasgadmivursisiinszazenn
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i’mﬂutﬁ?ﬂdﬁﬂuﬂﬂﬁ Class lib 4-.': Notified Body ( Third Parties ﬂuﬁn’lfuﬁﬂnﬁ:’:&hﬂﬂmﬂﬂu
pouppAtasiiaumusznangy EU Saaquiuiilfi@enszancs 60 Notified Bodies) (il
Uszdluanumnizanaanriey (conformity assessment) nldsunnasiusurAns et
KU CE MARK uszanansdwiiielu EU 'K nistszfiusioslounnd Class b amnglu
MDD #3 uﬁwa'luuuun_ﬂﬂ 1 ANNUITHUTTULAINNNNGHER (Full Quality Assurance System)
(ISO 13485) A MDD Annex Il Taslsifiassaiiuiesnseanuunedaius weenadendsuiiu
WUL Type —Examination A8 Annex |1l aufunassziiuiteclaiamilsasielys
(1) Verification (Examination and testing of each product or homogenous batch of
productsA Annex IV 178
(2) Production Quality Assurance (Audit of the production quality assurance system
15013485 excluding design) A4 Annex V 1
(3) Production Quality Assurance (Audit of final inspection and testing 1SO13485
excluding design & manufacture) A3 Annex VI
WHIEIME: ATHeNa1T Medical Devices: Guidance document Classification of medical devices
(MEDDEV 2.4/1 Rev.9 June 2010} 989 European Commission” A86UAE Rule 18 'Enm::uq‘ﬂ
Blood bags (including those containing or coated with an anticoagulant) sadhusdasilownme
Class lIb uas72191 * Where blood bags have a function greater than for storing purposes and
include systems for preservation other than anti-coagulants then other rules (e.g. rule 13) may
apply.” {Rule 13 ﬁ'iﬂﬁ':l"ruﬂtﬁmim‘i"l "All devices incorporating, as an integral part, a
substance which, if used separately, can be considered to be a medicinal product, as defined
in Article 1 of Directive 2001/83/EC, and which is liable to act on the human body with action
ancillary to that of the devices, are in Class I1l.") #AaNAIN@NATF Manual on Borderline and
Classification in the community regulatory framework for medical devices Version 1,11 (12-
201 1]” WIWAINNIT Products qualified as medical devices incorporating a medicinal
substance with ancillary action according to MEDDEV 2.1/3 rev 2 94014 Blood bags containing
anticoagulant or preservation agents ﬁqﬁuqaﬁwi’uumiﬂﬁnﬂnﬂﬁ additive solutions fidmiilu

y
LATRdtlaunng Class llb #ag

[ d L
@71 Aphaeresis systems ua*Whole blood processing system dailuAsasiiaunne
J ]
Class llb A3 Rule 11 1iaaaniilu Active medical device (Rule 11 #¥1)91 “All active devices
intended to administer, and or remove medicines, body liquids or other substances to or from

the body are in Class lla, unless this is done in a manner that is potentially hazardous, taking
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account of the nature of the substances involved, of the part of the body concerned and of

the mode of application in which case they are in Class lIb.")

@"1u7U Stand alone solutions ﬁﬁﬁﬂﬁ‘u collection, processing and storage lafiRuazdou
Usznovaesladin doulngdnidludsesiiowrmd Class IIb AuRule 3 ﬂﬂiﬁ‘l “All non-invasive
devices intended for modifying the biological or chemical composition of blood, other body
liquids or other liquids intended for infusion into the body are in Class llb, unless the treatment
consists of filtration, centrifugation or exchanges of gas, heat, in which case they are in Class lla."
Stand alone solutions AINA1T 194 Anticoagulant solutions, Platelet additive solutions, Red blood
cell additive solutions {nmﬂqwmuqumuﬂzLﬁ?ﬂqﬂﬂuﬂﬂﬁmm'E'fqnqﬁﬂ Platelet additive
solutions haAzesiiaurntl) athslefimaluunsnsdienadmfuen Wessnanunsodndteasy
Article 1-2 11 Directive 2001/83/EC Ti1WfituA91 11 (medicinal product) et
" (a) Any substance or combination of substances presented as having properties for treating
or preventing disease in human beings; or (b) Any substance or combination of substances
which may be used in or administered to human beings either with a view to restoring, correcting

or modifying physiclogical functions by exerting a pharmacological, immunological or metabolic

| _ L R S . . &
action, or to making a medical diagnosis” fatuauiuderald uas primary action 1841787

wauniin 1 msdszifiuiaTesiiounnd Class 1ib Wswminalaluglsy

CLASS lIE MEDICAL DEVICES - CE MARKING ROUTES

Device EITHER L 4
Annex [li: Type
examination by &
notified body
QiR
] o
¥ ¥ ¥
Annex IV: Every Annws WV Production Annex V1: Inspection quality
device/batch verified quality assurance. Audit assurance [mon-sterle
by a notified body OR by a notified body to 150 OR products only), Audit by a
(non-tterile products 13485: 2003 (sxcluding notified body to 50D
only) Dwsign) 13485: 2003 (excluding
Design & Manufacture)
¢ I 3
h A Declaration of g
Annex Il; Full guality conformity
atsurance. Audit by &
notified body IS0
134851003

ApplyCEmarkand | 5
'ﬂﬂﬂ.‘mﬂm h mm'
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N1SAILANYIUTIFIaNA lulssInAauT§aEm

1M section 201(h) 14 FD&C (Federal Food, Drug, and Cosmetic) Act 1938 1ilienuAn
91 IATRLaLNNg (medical device) wuneDa  *... an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other similar or related article, including any
component, part, or accessory, which is--

(1) recognized in the official National Formulary, or the United States Pharmacopeia, or any
supplement to them,

(2) intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation,
treatment, or prevention of disease, in man or other animals, or

(3) intended to affect the structure or any function of the body of man or other animals, and
which does not achieve its primary intended purposes through chemical action within or on the
body of man or other animals and which is not dependent upon being metabolized for the
achievement of its primary intended purposes.”

13 section 201(g) 11 FD&C Act 1938 UilluruA1dn 81 (drug) waehia
" (A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic
Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of
them; and (B) articles intended for use in the diagnosis, cure, mitigration, treatment, or
prevention of disease in man or other animals; and (C) articles (other than food) intended to
affect the structure or any function of the body of man or other animals; and (D) articles
intended for use as a component of any articles specified in clause (A), (B). or (C)...."

AN section 351()) 1 PHS (Public Health Service) Act 1944 (as amended by the
Biologics Price Competition and Innovation Act of 2009, title VIl of the Patient Protection and
Affordable Care Act, Pub. L. No. 111-148, § 7002 (2010)) WillswArin  w@nimuniadng
(biological product) WUNETe " a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood
component or derivative, allergenic product, protein (except any chemically synthesized
polypeptide), or analogous product, or arsphenamine or derivative of arsphenamine (or any
other trivalent organic arsenic compound), applicable to the prevention, treatment, or cure of a
disease or condition of human beings.”

A4 21 CFR (Code of Federal Regulations) 3.2(e) 19lienuA191 Combination product
wuele Y a product comprised of any combination of a drug and a device; a biological
product and a device; a drug and a bioclogical product, or a drug, device, and a biological

- - '
product .” "hﬁﬂnumuu Combination product 1un
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(1) A product comprised of two or more regulated components, i.e., drug/device,
biologic/device, drug/biologic, or drug/device/biologic, that are physically, chemically, or
otherwise combined or mixed and produced as a single entity

(2) Two or more separate products packaged together in a single package or as a unit
and comprised of drug and device products, device and biological products, or biological and
drug products

(3) A drug, device, or biological product packaged separately that according to its
investigational plan or proposed labeling is intended for use only with an approved individually
specified drug, device, or biological product where both are required to achieve the intended
use, indication, or effect and where upon approval of the proposed product the labeling of the
approved product would need to be changed, e.g., to reflect a change in intended use,
dosage form, strength, route of administration, or significant change in dose

(4) Any investigational drug, device, or biological product packaged separately that
according to its proposed labeling is for use only with another individually specified
investigational drug, device, or biological product where both are required to achieve the
intended use, indication, or effect.

USFDA dwuniddesiiounndamaudsaily 3 ngu (Am Medical Device
Amendments of 1976 1ﬂﬁnﬂﬁ-ﬁu1’ﬁdﬂ 28 May 1976) ﬁ’q{

(1) Class | device Lﬂum?mﬁﬂuwﬂﬁﬁmuquiuﬁﬁu General control [eneRasiudy
AnasendtusrAvEnarenriasilounmd viahurresilounmditlild life-substaining vise
life-supporting ﬂ?ﬂ'l:ﬂ'ﬂm'}mﬂﬁuﬂﬂudﬂﬁﬂﬁrulumrﬂmﬁunﬂﬂuunﬂiﬂﬂﬂqmmﬂuuﬁ el
ArMIAENAT (Wieslleurmeilssanns 40% flu Class | device)

NSATUANTEAU  General  control Hmﬂﬁqm?ﬂ’mﬂu'luﬁﬂ-ﬂﬂq Registration  of
manufacturing facilities, Listing of device types, Premarket notification (510(k)) requirements,
Good Manufacturing Practices, Prohibition against adulterated or misbranded devices,
Banned devices, Record keeping uas Repair, replacement, refund

Class | device wareafialdFuanidiuluias premarket review andlor quality system
requirements winsunuiifiedrimaniiisylu 21 CFR

(2) Class Il device Lﬂulnﬁdﬁﬂuﬂﬂﬂ'ﬂmuqﬂuﬁﬁu General control ataAna laies
weliastiufupuaensiouaslsavinateudtedilowme  Foufis  Special control  #a

(WATaasiaunnelssunn 50% iy Class Il device)
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NTAILANTEAL Special control HIJ‘lﬂﬁﬂn“Ii'ﬂ'iUﬂHlul:#‘EN'nEH Guidance, Performance
standards (Discretionary, voluntary national or international standard, recognized by
rulemaking}, Postmarket surveillance, Patient reqgistries Ll.ﬂﬁ%‘ﬂ']

Class Il device unwstinlifuaniivluies premarket review and/or quality system
requirements uinsunuiifiadtasnafissylu 21 CFR daulwgjaes Premarket notification
(510(k)) requirements 15u Class Il devices fautietunifu Class | devices

(3) Class Il device Whusfosflaurneieshiifeyalulaqiiuflifeswefiaciudunom
Ussaiouazlss@ntuaninAuAnszAU General control AIUANU Special control Wuritesile
wrmeihy life-sustaining %39 life-supporting WsatiANdIAtY Wnasileatuauunniesras
gun et viteiianudes (Wislaunmdilszanns <10% du Class 1l device) nMsALAN
Class lll device ﬁﬂﬂﬁ'ﬁﬁ: General control W&z 14 Premarket approval (PMA) requirements Wy
Premarket notification (510(k)) requirements PMA ﬁml’&mnmﬁ.ﬂu valid scientific evidence
w38 clinical data ieuanransnlaenstuazilssdvEnasensiasdiowmd  Selaanisdioys
HNN91 510k Premarket notification

510(K) Premarket Notification (PMN)
dulau section 510(k) T FD&C Act t'jﬂf:nﬂumiﬁmuﬂn41ﬁtﬁudﬂnﬂum'§ﬁaﬂﬁuﬂﬂﬁ

fitlanuaesfoussrRvnaiiauwindy (substantially equivalent (SE)) \raaileurmeTily
predicate device {Lnﬁaﬁauﬂwu“ﬁiﬂuﬂﬂuaﬂﬁqqnngnmﬂﬁau 28 May 1976 Fafluiuf Medical
Device Amendments of 1976 HuataAUl) lunisufaudeudnile substantially equivalent
witesdlowmdiudeditouddmileouiu  uar dhumalulstmilouduitematuladsauusibios
ATHITOUARY substantially equivalent iU Lﬁﬁdﬁﬂuﬂﬂﬂﬁlﬂu predicate device (Class Il device
VA4 28 May 1976 i substantially equivalent fuAtesilaunng predicate class |l WituAe
WL 510k Premarket notification wangialaifiUsznalfiduArzauuy PMA 1y 21 CFR)

\anasTifiestiuAtrenn 510K Premarket Notification 1y

- Proposed labels, labeling, Indications for Use statement

- Truthful and Accurate statement, Photographs, Engineering drawings

- Statement of similarities and/or differences with predicate device

- Performance data (bench, animal, clinical)

- Sterilization, software, hardware information

- Clinical data

-Only needed if there is an important difference with the predicate device

-Must be collected under an IDE Investigation, similar to PMA's
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(1) peussalanamilugalan
saihuATasiiaunng Class 2 (Performance Standard) #nd 21CFR Subchapter

H Part 864 Subpart J 864.9100 - Empty container for the collection and processing of blood
and blood components WANNITNELUMHE AN Intercenter Agreement between the Center for
Biologics Evaluation and Research (CBER) and the Center for Devices and Radiological Health
(CDRH)** il effective date dieduf 31 Aa1AN 2534 Wi Center for Biologics Evaluation and
Research (CBER) \ilu Lead Center AB ﬁﬁm?m’muﬁ'ﬁnﬁﬂﬁmﬁqqumfﬁﬁmuqﬂ-ﬁﬁlﬂuqqtﬂﬂ'ﬂ
Wamning i lufiesnann TneRansanansnasisesnguunesiesdiaunms

ANBBLNE Empty container for the collection and processing of blood and blood
components A4 21 CFR A8 “A device intended for medical purpose that is an empty plastic
bag or plastic or glass bottle used to collect , store, or transfer blood and blood components
for further processing.”

(2) gaussaladinild anticoagulant w3 additive solution

sadlundnioumeglumsissanuszinfuguales CBER (CBER lu Lead
center) wiiilu drug - device combination product 1sil4 biological-device combination product
ﬁﬂﬂﬂﬂmn Intercenter Agreement between the Center for Drug Evaluation and Research
(CDER) and the Center for Biologics Evaluation and Research (CBER) ﬁﬁ effective date Li‘iﬁ
Sl 31 ARIAN 2534 UsznauiuAMuANAITENdN CBER L CDRH fAanaqluda (1)

(3) Apheresis system

Automated blood cell separator dmflulAgasiieunnd Class 2 (Special
Controls Guidance Document: Automated Blood Cell Separator Device Operating by
Centrifugal or Filtration Separation Principle®) a3 21CFR Subchapter H Part 864 Subpart J
864.9245 ustimsuauwntli CBER ilu Lead center §NanrnnepiRnanaiousimuinsives
nguaLATesTiawnne

A1BBUE Automated blood cell separator @M 21 CFR @ “ A device that uses a
centrifugal or filtration separation principle to automatically withdraw whole blood from a donor,
separate the whole blood into blood components, collect one or more of the blood
components, and return to the donor the remainder of the whole blood and blood components.
The automated blood cell separator device is intended for routine collection of blood and blood

components for transfusion or further manufacturing use.”
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Funda Automated blood cell separator hisrasiiaunnd Class Il SafiaafiuAnoe
WL PMA 3afinnseen Guidance eaiuayuniswasulszimetosiaurmdiflu Class 1l e
fiuAnTeuLL 510k tﬂﬂﬁ’muﬁiﬁuﬁﬁﬁﬂlﬂﬂﬁﬁﬁht#ﬂﬂ‘ﬂﬁﬁﬂ;ﬁﬁ{uﬁ'mﬂ”ﬁ"ﬁ Automated blood cell
separator afiAnuiAEsluiFassinan 1y possible loss of blood due 1o leaks, thrombosis due to
activation of factors by foreign surfaces, moderate-severe toxic reaction to citrate
anticoagulant, damage to area blood cells, electrical shock hazard, air embolism Lm:ﬁuj
maﬂmﬁuﬁfﬁﬂi‘:nﬂum:niq.ﬂﬂqwwmnumﬂ!mﬂﬂﬂﬂ-aﬂ?:mﬁmnnw'l’am%ﬁmmwﬂﬂu
nedimndlnfinaly

WANLNTUN Combination products 189 USFDA

{18491n81 Combination products “ﬁ’lﬂuﬂfm'ﬂﬁﬁ{mﬁuguﬁﬂﬂ'] Faennlunnsfiansan
fanndnazdaudaduein  wiesleuwnd 0 slededng ilesinensfireradiniisanees
Device 38 Drug e Biological product udiszilinausinsfiansaunfluuuomnassuinasiesile
wneifuen vitewteslewmdiudodng frvytenlasesnisdaihustosiiaunmidn « which does
not achieve its primary intended purposes through chemical action within or on the body of
man or other animals and which is not dependent upon being metabolized for the achievement
of its primary intended purposes.” uAfitelsianansarin lWRmnufidaauasiild U.S.FDA Aalf
fii1mAndn Combination product UfuTAsIa§ 1Mt At LANasAnsTaafamiaeY Office of
Combination Products (OCP) in the Office of the Commissioner Lﬁmﬂuquﬁmﬁnﬂ?:mﬂmﬂﬂ
aRRftuTLasza it uRILANFTRsiauwnd (CORH) wittn1umIuanen (CBER) WA
W uALANTITRY (CDER) FFuneumunesDiunigany Intercenter Agreement g¥udnany
tlaqiu U.S.FDA 'Lﬁi'mﬁ'}ﬁarjﬁaﬁwi’uﬁﬂr:ﬂﬂummﬁzﬁwﬁﬂﬂ U.S.FDA ivedanluntsfiaan
Thun

- Draft Guidance for Industry and FDA Staff: Classification of Products as Drugs and
Devices & Additional Product Classification Issues™

- Draft Guidance for Industry and FDA Staff: Interpretation of the Term “Chemical
Action™ in the Definition of Device under Section 201(h) of the Federal Food, Drug, and
Cosmetic Act™
uazlimaudaauluAdnimAnuees Primary Mode of Action of a Combination Product’
uanqﬂnﬁluﬁﬂqn1i-nfm|1uqmmﬂmmﬁnn‘%ﬂ’iﬂﬁwunﬁwhﬁnﬁn device, drug, biological
product AllANUANAITY Al mmﬁmmﬁm‘hgﬂﬁmn’ﬂﬁiummEﬂmmﬁ'ﬂmmﬁuﬁﬁﬁmfﬁﬁ
Tun1su@nen (Current Good Manufacturing Practices — cGMP) A3 21 CFR Parts 210 ua 211

- an ay -
dautadngiasanlafinuardautseneuseslafinil cGMP mu 21 CFR Parts 600-680 Tuatueiinag
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Hﬁmﬁ'?‘:'mﬁﬂuﬁﬂﬁﬁﬂqﬂﬁﬁﬁmu Quality system regulation (QSR) T4 21 CFR Part 820 Faviu
U.5.FDA Hﬁ'ﬁﬁﬂhdﬁﬁﬂ Current Good Manufacturing Practice for Combination Products”
nuuALMINIINFUsESINgN@R Combination product aangtll constituent part 989 Combination
products 1fu packaged separately and intended for use only with another approved or
investigational, individually specified drug, device, or biological productliin@aUfuRnin
fanwusvenfnineiusazaiia U Drug-Device Combination products HuamAenRmn
21 CFR Parts 210, 211 Tunsu@m constituent part fuflutn uas UfjuAm s 21 CFR Part 820 lu
NFEHARA constituent part ifhueteaiownme wilunsdl combined or mixed or produced as a
single entity (single-entity combination products) W98 co-packed combination products #&a1n
constituent parts HIFINAULRT gunsotirdafamumie cGMP B1uas QSR LAsesileunmiiun

] a é =l 4 il Il
WarruuesAsu ﬁﬂlﬂﬂui'lﬂﬂﬂﬂ"iﬂﬂﬂ"lﬂ

nsAIUANYIUsTAlaianlulsTmALALIAT

A Food and Drugs Act 1985 section 2 18duAuisn Willewddn tAsasiiaunmnd
(medical device) wunaDa “ any article, instrument, apparatus or contrivance, including any
component, part or accessory thereof, manufactured, sold or represented for use in
(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal
physical state, or its symptoms, in human beings or animals
(b) restoring, correcting or modifying a body function or the body structure of human beings or
animals
(c) the diagnosis of pregnancy in human beings or animals or
(d) the care of human beings or animals during pregnancy and at and after birth of the
offspring, including care of the offspring
and includes a contraceptive device but does not include a drug "

uasliitisnu@Andn @1 (drug) WunuDe “ any substance or mixture of substances
manufactured, sold or represented for use in
(&) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal
physical state, or its symptoms, in human beings or animals,
(b} restoring, correcting or modifying organic functions in human beings or animals, or
(¢) disinfection in premises in which food is manufactured, prepared or kept "

A4 Medical Devices Regulations 1998 uﬂqtn‘%ﬁq:ﬁﬂuﬁﬂﬁmumwLﬁmtﬂu 4 NE An

Class | (low risk) to Class IV (high risk) fn@ER fundin uazfidmsnming medical device MNNgM
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(class) #aal¥ Establishment Licence uazfir@meiasiiounne Class i, 1il, Iv #iasldiFu Device
License ﬁ’]ﬂﬁﬁ:ﬁﬁuﬁﬂmﬁ?ﬁqﬂﬁLmﬂﬂ'luuﬁmm"ﬂ.ﬁ [ du@mn(manufacturer) wNNE0e “ a person
who sells a medical device under their own name, or under a trade-mark, design, trade name
or other name or mark owned or controlled by the person, and who is responsible for
designing, manufacturing, assembling, processing, labelling, packaging, refurbishing or
modifying the device, or for assigning to it a purpose, whether those tasks are performed by
that person or on their behalf."] ﬁnﬁmﬁ!ﬂﬁﬂnmﬁﬁﬂuunmmuﬁ:ﬁhﬂﬂfzmﬂuﬂﬁuﬁmnﬁq
namATalewnme Class 11, 11, IV Baald Quality system requirements (CAN/CSA 1SO 13485:
2003 (Weiluagm)) luntsee Device Licence dwiulinanssnsiounnd Class Il lifiesting
Scientific pre-market review {Fi":ﬁﬁﬂtﬁ"g'ﬂﬂﬁﬁuﬂﬂﬁ Class I, IV} ‘Emuﬂu Attestation of
Compliance with safety and effectiveness, intended use and product identification/description
usl Health Canada iﬁwmqmﬂmnmﬁﬂqﬂmwﬂaanﬁuua:ﬂfsﬁn‘ﬁnﬂ-mmﬁ?mﬁﬂuwﬂﬁl.ﬁ'mﬁu
ananldfelssnaunisiiansonesn medical device license
nsdiitesslawme Class Il wnansiessdanisidastiudre Wun

conditions for use, label

- description of device and materials in manufacturing and packaging

- marketing history, method of sterilization

- studies that the manufacturer relies on to ensure safety and effectiveness

- a list of the standards complied with in the design and manufacture of the device to
satisfy the safety and effectiveness requirements

- a bibliography of all published reports dealing with the use, safety and
effectiveness of the device

- a copy of the quality management system certificate certifying that the quality
management system under which the device is designed and manufactured
satisfies National Standard of Canada CAN/CSA-ISO 13485:03, Medical devices —
Quality management systems — Requirements for regulatory purposes

nediAesTiaurme Class IV fuananswileu Class Il wazfsnfnienans iy

- a risk assessment comprising an analysis and evaluation of the risks, and the risk
reduction measures adopted to satisfy the safety and effectiveness requirements

- a quality plan setting out the specific quality practices, resources and sequence of

activities relevant to the device
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- the manufacturing process of the device

- the specifications of the materials used in the manufacture and packaging of the
device

- detailed information on all studies on which the manufacturer relies to ensure that
the device meets the safety and effectiveness requirements, including
(i) pre-clinical and clinical studies,
(i) process validation studies,

(iii) if appropriate, software validation studies, and

(iv) literature studies

(1) neussalaimiiiugalan (Empty blood bag) uaﬁﬁuiiﬂ'lfﬂm anticoagulant or
additive Solution (Containers and/or blood bags used for blood collection (whether they contain
an anticoagulant or additive selution or not)

Empty blood bag dailuatasiiaunnd Class 2 AedUfjiRam Medical Device
Regulations H*:I'quﬂﬁﬂ Medical Devices Bureau of the Therapeutic Products Directorate (TPD)
of Health Canada

Biood bag containing anticoagulant or additive solution i'mﬂmn’%mﬁﬂuﬂﬁﬁ
Class 2 uﬂiLﬂmmn anticoagulant or additive solution 4aiiluen fuiudaths Combination
product ismihaasesiiaunnd nsarsaundaflu combination review uarasingefiasry mia
DIN f’iuﬂm'ﬁﬂ'ﬁt{’tﬂ’lmﬁﬂu:ﬁﬂ’m Biologics and Genetic Therapies Directorate (BGTD) of
Health Canada W4
WHIELWA nTod Anticoagulant or additive solutions (or preservative solutions) [Standalone
solutions] 4mifluen Aealfjiimu Part C lu Food and Drug Regulations Imefiaqld Drug
Identification Number (DIN) 3szdrmiwluwmuianld  mousuise Biologics and Genetic
Therapies Directorate (BGTD) wax Health Products and Food Branch Inspectorate

(2) Apheresis system

Automated blood cell separator 4pilulATasiiaunnd Class 3 Fealfimn
Medical Device Regulations ﬁ’]UﬂHTHH Medical Devices Bureau of the Therapeutic Products
Directorate (TPD) of Health Canada

Health Canada lafvumulgurei3es Combination product iNedaslwn1samlszian
AR ANE AU AT

(1) AvusAttianusne W
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“Combination product” is a therapeutic product that combines a drug component and a device
component (which by themselves would be classified as a drug or a device), such that the
distinctive nature of the drug component and device component is integrated in a singular
product.

“Immunological” is understood as an action in or on the body by stimulation and/or mobilisation
of cells andfor products involved in a specific immune reaction.

"Metabolic” is understood as an action which involves an alteration of the normal chemical
processes participating in, and available for, normal body function. The fact that a product is
itself metabolized does not imply that it achieves its principal intended action by metabolic
means.

“Pharmacological” is understood as an interaction between the molecules of the substance in
question and a cellular constituent, usually referred to as a receptor, which either results in a
direct response, or which blocks the response to another agent and, for the purposes of this
policy, includes anti-infective activity.

(2) uﬂhﬂﬁ'uﬂmnmmf Therapeutic Products Classification Committee 1atl Director
General of TPD ﬁm:ni'mmi'ﬁﬂﬂﬁflﬂ develop, maintain, evaluate and recommend for
approval policies, procedures and guidelines concerning the classification and review of
therapeutic products as drugs, devices or combination products; to assess submissions for
combination products referred to it and determine an appropriate classification and review
mechanism for the submission

(3) Combination product SxQnNALANAINNIWNIE  Medical Devices Regulations ime
Therapeutic Products Directorate (TPD) ‘I-ﬁ‘ﬂﬁ“!l.lﬂﬂﬁu‘“lﬂ Food and Drug Regulations e

Biologics Genetic Therapies Directorate (BGTD)

NMSAILANGILSTA AR LusIARasAsIAY

Therapeutic Good Administration (TGA) , Division of the Australian Government
Department of Health and Ageing {umistsuasuau Tanfinguunefifinalies Aa Therapeutic
Goods Act 1990, Therapeutic Goods Regulations 1990 war Therapeutic Goods (Medical
Devices) Regulation 2002

Ay Therapeutic Goods Act 1990 Yedesdasian WilewAidn  iATasiiaunnd
(medical device) TR any instrument, apparatus, appliance, material or other article

(whether used alone or in combination, and including the software necessary for its proper
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application) intended, by the person under whose name it is or is to be supplied, to be used for
human beings for the purpose of one or more of the following:
(a) diagnosis, prevention, monitoring, treatment or alleviation of disease
(b) diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap
(c) investigation, replacement or modification of the anatomy or of a physiological process
(d) control of conception
and that does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but that may be assisted in its function
by such means,; or......

uazliitenuA191 81 (medicine) nuBng therapeutic goods that are represented to
achieve, or are likely to achieve, their principal intended action by pharmacological, chemical,
immunological or metabolic means in or on the body of a human or animal ™

Therapeutic Goods (Medical Devices) Regulation 2002 druunietasiiaunndniuau
@oe 1w

(1) Medical Device Class | - Low Risk

{2) Medical Device Class lla - Low-medium Risk

(3) Medical Device Class llb - Medium-high risk

{4) Medical Device Class lll - High Risk

(5) AIMD (Active Implantable Medical Devices)

iaaTlourmimikFuntsIunzitien (Australian Register of Therapeutic Goods-ARTG) 3
annsodninnlussanndell mndsuduiediowmdnieuesngiisanainres TGA Tufuaiia
saartasilounmd  @9ulMejeee Medical Device Class | (non-sterile WAT non-measuring
devices) Lifinuszidiu usfjudm (MuneDa the person who is responsible for the design,
production, packaging and labelling of the device before it is supplied under the person’s
name, whether or not it is the person, or another person acting on the person's behalf, who
carries out those operations) ﬁmﬁuﬁﬂqﬂﬁﬁmﬁﬁmﬂuﬂ’%ﬂu Declaration of Conformity W
TGA Lﬂﬂ'lﬁ’ﬁ.l ARTG (ARTG is a register of therapeutic goods accepted for importation into,
supply for use in, or exportation from Australia) gﬂﬁm Medical Device Class | (sterile W&
measuring devices),Class lla, Class lib, Class 1, AIMD Hesfiusafunistlszifiuszuunnninnis
nARFe TGA (apply for TGA Conformity Assessment Certificate) dlelFFunaUsniiueing (1K
Manufacturer's Evidence id Manufacturer's Evidence WaABITa conformity assessment

evidence that demonstrates that a manufacturer has appropriate manufacturing processes (0



63

make the devices) %dﬂjnﬁmﬁmﬁﬂ Manufacturer's Evidence WIBM4AW1 Declaration of
J L H . & J‘ - a J [ 3
Conformity 318u985u ARTG IatienansifinstiuAnaeiu ARTG FuriusfinsesiAsaaiiounnd
ﬂl =1 l'iJ i - =
nsdhiteaileunniiiinomidnsgs vhereuinagaudu Medical Device Class llb una¥ila, Class
I, AMD fesifeyadmnisuinifisanefiazaduayuannleeaiuasansTousniTILee
d_a .
(AraaauNe
nasduunysrmunindneineussqlain uas Apheresis System 183 TGA

A4 Therapeutic Goods (Medical Devices) Regulation 2002 tlszneauny Australian

medical devices guidance document number 35- Device-medicine boundary products
November 2005 ¥4 uungeussqlafinuasuninmmminendos fanl
(1) asussalanamilugaalan (Empty blood bag) uaziiugsqiiren anticoagulant or
additive Solution
§afly  Medical Device Class Ilb (W blood bags without
anticoagulant/preservative  WAY blood bags which contain  and deliver an
anticoagulant/preservative
(2) Preservative solutions for use in blood bags
4muilu Medical Device Class IIb
(3) Apheresis Solutions
qmiflu Medical Device Class Iib
(4) Apheresis system
Automated blood cell separator 4mlu Medical Device Class lib

mesuunsiiaAsasiiouwnd uazmsdnlsziamgaussqladialullszmasing 4 aglamu

H"li"'ﬂﬁ 15



=4 ] ] = =y ]
A9 15 MTulnauATadauwnvd uarnmsindsungaussalaialulssinasing

Uszina: Empty  blood | Blood bag containing | Apheresis

nsulanauATasiaunnd bag anticoagulant system
Device Device Drug Device

EU: Classl, ClassllA, ClassllB, | Class lIB Class 1IB Class 1B

Classlll

US: Class |, Class I, Class Il Classli Evaluated | Classll
(Performance and (Special
standard) approved | control)

by CBER

Canada: Class |, Class I, Class lll, | Class |l Class |l Class 1l

Class IV

Australia: Classl, Classlla, Classlib, | Class llb Class llb Class llb

Class Il

Japan: Class |, Class Il, Class Il Class 117 ! Class lli

Class IV

ChineseTaipei: Class1, Class 2, | Class 2 Class 2 Class 2

Class3

Singapore: Class |, Class lla, Class | Class llb Class llb Class lib

llb, Class Il

NIATFIURIUTTALRNER

Yafwumitenmegrugiussqlatiniiacuveinuats deiieierimuassuinalszin

(1S0) uatdafinuunsaclsnesing q Fadmuafidrdty Thud
1. I1ISO 3826-1 (2003) Plastics collapsible containers for human blood and blood
components Part 1: Conventional containers

Huermundmiumaurnanadinussylafinuacdamlszneusesiafinsesym il
nyaadem (Fiter) 1SO 3821-1 (2003) MWileu Plastic container 91 * container, of plastics
material, complete with collecting tube and needle, port(s), anticoagulant and/or preservative
solutions and transfer tube(s) and associated container(s), where applicable * WRENIUA

- = a -J ] i
NIATF NI TU(QINAERNUsIqlatiauazduLsrnauealatinluitassiag q 1Aun




(1) sUsreuaziin (Dimensions
(2) ngaenuwuL (Design)

(2.1) mreenuuukszkdanIussqlatin  Fedllifimindseadituarazainlunisussy
Tadimreeffiifana  msfiving  nisusndaurlsenaussslafiauasinliifigninwanudnguseasd
msl (Processing) msmude uszmairlafimidedoutsznevasslafafldlule  sawviakies
senuuulifansudeugiwifiesfigaiioWiansiulaiin  witanaraan  Thuen  vite
resuspend cellular components Wazfaa19a AR transfusion set Ua2 centrifuge cup

(2.2) YsunueInnA (Air content) er*rmﬁﬁmﬁﬁ"wuﬂuuﬂﬁnﬁ dewsdonduou
qq'!.u-qm*lfu fodliifu 15 m wendleWeuAuuzinedninfesanunsousslafinlag il
anAE 1A

(2.3) szazanmzateeannia liAuAY (Emptying under pressure) {inFaslvasen
angaussguuanslunan 2 ui Taglufad

(2.4) Pilot samples

(2.5) sxuziaainrussylaiim (Rate of collection) Agaussqreauamasey limiaiy
VanmsiisyUinaannaeiluoarfienndn 8 und

(2.6) Collection and transfer tube

(2.7) duuwnaduduladin (Blood-taking needie)

(2.8) Outlet port

(2.9) WWiFBZU19 (Suspension)

(3) AnANHUENABINTT (Requirements)

(3.1) gaussqladimbiealsala  (ransparent) ifl@viiedeudinalifid  (virtualy
colourless) taveju (flexible) Ui"lﬁ'ﬁ’!ﬂl{ﬂ (sterile) UsrAanansniseu (non-pyrogenic) Taidis
Tiuan Bifinsiutugesqdunide wasdinmiliiulafinuasdoulszneuassladin dentlestunts
uisshaealadin uashenfuinmanimdoulsznauvasiain ﬁuﬁﬁﬁﬁmﬂuﬁﬁmqmﬁ vanduss
Fonmiinliefinuazdauszneuseslainfiussy lugeiiaauasialusniriddhinaeny
ﬁﬂﬁmumfﬂﬂﬁﬁﬂﬂ'ﬂﬂﬂ’mqqmﬁ'fﬂﬁmﬂﬂumtﬁu’:T.I-EHﬁunﬂiuiqﬁ'umﬂq’tﬂﬁﬂuﬂﬂn?miv'}m
Fuanmdaulsznausesiadin Tafinuszdnalsneuredadin FesdBunabidiuiiowe

(3.2) ANANBMUENINANE (Physical requirements)

(3.2.1) nezuoumsnam dszneu wanifiuinmqeussqladmfeanutiuniznne i
ﬂn’ﬁ:ﬂﬂ:ﬂ'muﬂ:qnq'nﬂ"nmuzﬁ'mngﬁ':nﬁuumuluﬂi*:mH'f'rmmmu’fnﬂﬁﬂﬁqﬁqnﬂumﬂuﬂz
ArANassEasEmATiRaadies ﬂuﬁaﬁﬂLﬁumﬁm’wﬂﬁnr:'m.uﬂﬂfuﬂﬂmﬂ'ﬂﬂnrﬂi

Yuidleurnsqduittuasdutamlaoy



(3.2.2) H’J"mﬂi""lﬁﬁ"lﬂi.{ﬁ (Sterilization)
(3.2.3) monulliela (Transparency)
(3.2.4) Coloration SasiVinigeussqladimbiesifidlussiufifinasanisusvdig
saslafipfiazgnussqluge
(3.2.5) AmuAsanwaenisiReuuLasgamnil (Thermal stability)
(3.2.6) N5 ﬁ"m'lﬂﬂﬂﬁ‘:‘l (Water vapour transmission)
(3.2.7) ﬂ’lﬁ‘ﬁﬂ (Resistance to leakage)
(3.2.8) ﬂqmﬁﬂul.ﬁﬂu (Particulate contamination) LﬂﬂUi‘ﬂ'ﬂﬂﬂmﬂﬂﬁ1¥ﬂﬁﬂﬂu
fasliwueynn atudlou
(3.3) ANANHUENIALAS (Chemical Requirements)
(3.3.1) Arudnmze8adan (Raw container or sheeting) 7l qaussqladin
- JagMF9n Polyolefins nnfimassInnswn Kealsitfiu 0.5 mg/g
- Jamyinkatl PVC containing plasticizers fiaalaiiiu 1 mg/g
(3.3.2) ﬂmﬁ'ﬂqumm:ﬂmﬁ'ﬂﬁ AR
- 1/331tu Oxidizable constituents #adlsitiu 1.5 ml
- i uenTandle deqliifiv 0.8 mg/
- 1Funu paeledlessu Aealiniu 4 mo/
- Bnadane: wuBen, Tasdlon, newae, asia uiazafiafieslsifiu 1mgn
- anaulans: fiyn, waadioy uwiszatiadiedlidiu 0.1 mgh
- Bunnilavzegiition Aaalaidfiv 0.05 mg/
- Bunalansmin faelsimiu 2 mg
- Arnaflunsm-#na (Acidity or alkalinity)
-sodium hydroxide solution 0.01 mol/l fiaalaiiiu 0.4 ml e
hydrochloric acid 0.01 mol/l Agqliifie 0.8 mi
- 1Fnnunanitlaissine (Residue on evaporation) fe<lsitfin 5 mg e 50 mg/
- ATTHIMARLLA (Opalescence)
wRauuas lAENTee waAkiaqlininndaisurIuaef1aE
- 19981783878 (Coloration) Heliig
- N3AANAULAS (UV absorbance)
Arnzaanauuasliga9R9IML19ARY 230 nm - 360 nm
Faalaifiu 0.25 dwiugeussqlafiafifiaauqrzylidiv 100 m uas

Faalifiu 0.2 dwiugeussqlaiisiiAugszyfiv 100 mi



67

- 151t plasticizer (4 di(2-ethylhexyl) phthalate (DEHP) #inqlsiifiu
15 mg/100 ml
(3.4) ATANHUENISEINN (Biological requirements)

(3.4.1) gaussqladiafiashifinansenuselsr@vsnantsinmreslafinuasdou
Usznevveslaiin uazlianlaeransioraiafis Audeged dudidauueiity shdeuusiide
neld vizanelgirumaielaiie

(3.4.2) N33y :hmmaﬁﬁuﬂ':"ﬁ (Impermeability for microorganisms)

(3.4.3) arudinAuld (Compatibility)

qaum’tﬁﬁﬂﬁﬂqlﬂﬂﬁnﬂﬁﬂﬂmnﬁﬂﬁﬁ'ﬂmﬂmﬁummﬁaﬁumaa‘tﬂﬁﬂu’iﬂ
shenfunmanmannlsznausedain uazaitelafimidedautsznevsedlaiin Wi
fiw neld vitevanudinlatin Teellinanismeseu Bacterial endotoxins, milufinseitas
dafamnzian (Cytotoxicity) @z nsvnaeialadin (Haemolysis)
(4) n19u999 (Packaging)
(5) nMsusRIR|IN (Labelling)

Enhetlastunisuisdnvasiafinuassdarheniuinmanmdaulssnaunas
{a#im (Anticoagulant andlor preservative solutions) fiasiianunviulimudenwualusisen
H?ﬁngixtﬂﬂunﬂﬂiuﬂizmﬁ

11 1SO 3821-1 (2003) usasinaseulumAran Al

AANWIN A - Chemical tests #WA JoMAREU Residue on ignition, Oxidizable
constituents, Ammonia, Chloride ions, Metals and heavy metals, Acidity or alkalinity,
Evaporation residue, Turbidity and degree of opalescence, Degree of coloration, UV
absorption, WaY Plasticizer as extractable di(2-ethylhexyl) phthalate (DEHP)

AMANWIN B - Physical tests MAWn Aammaau Transparency, Rate of Collection,
Permanence of labelling, Wat Particulate contamination

AAKuan C - Biological tests Hur Enaaeu Impermeability to microorganisms,
Bacterial endotoxins, Cytotoxicity, Haemolysis, Wae Alternative biological test methods

(FANANTIAT 16 )



ﬂ"ﬁ"laﬁ 16 Alternative biological test methods

Reference | Biological test Test method recommended for use
C.6.1 Interaction with blood ISC 10993-4"
C.6.2 Cell culture cytotoxicity ISC 10993-5
United States Pharmacopoeia, Biological Reactivity Tests, In-vitro
<88>
C.63 Haemolysis European Pharmacopoeia
United States Pharmacopoeia, Pharmacopeial Forum, Volume 23, No 5
(Sept.-Oct. 1997), p.4651, in Sterile single-use plastic large-volume
containers for human blood and blood components under hemolytic
polential
C.6.4 Systemic injection 1SO 10993-11
{acute toxicity) European Pharmacopoeia
United States Pharmacopoeia, Bioclogical Reactivity Tests, In-vitro
<88>
C.B6.5 Sensitization ISO 10993-10
C.6.6 Intracutaneous  injection | ISO 10893-4
{Irritation) United States Pharmacopoeia
C.6.7 Testing for pyrogens European Pharmacopoeia
United States Pharmacopoeia

a Proposed selection of test for interaction with blood:Level 1 - Blood path indirect; Level 2 - circulating blood.

2. 1SO 3826-2 (2008)

Plastics collapsible containers for human blood and blood

components Part 2: Graphical symbols for use on labels and instruction leaflets

areaziBualuiadanisuamiaainuaznirussqQaussylain wi 81

3. 1S0O 3826-3 (2006) Plastics collapsible containers for human blood and blood
components Part 3: Blood bag systems with integrated features

W mi'fmd‘l.:.i AIBLARH Automated blood collection systems

Integrated features uazdanmualuniseanuuy (Design) 1Hur

(1) Leucocyte filter (LCF) ApfnreadimdenTaiiandnui Leucocytes lulafisnite

drulsznaureslalin 819M19URAI gravity e pressure filtration WUVl 4 °C visagmail

=l a oo
lauseu  Leucacyte filter MFugeussqlaialiiauuy whole blood filter %38 blood component

fiter uara Wil transfusion equipment Bl doumeguerathilisadiedmun

ntlutlszing
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eansiaalfiAuusun luinglszasdeenisl¥  Leucocyte fitter Tmuditadeluns
Aarsanliiun - Armadsendnanisussylatiauasnisasdoudiaiatingn  AsInqeessanged
grungilunienseslafin Augaresnsnges ANALTE Avamszanluntstuen
(2) Pre-donation sampling device (PDS) ﬁﬂﬂﬂnim“'?:lﬂiﬂﬁﬂul.ﬁuwnnﬂf'l.ﬁtﬁﬂn-nmij
13a7A euenidengauusniifuainiiiann
ABAATNNTONIARAMIBLNTBIELFIIPAIN  PDS  usrqluuaasiudetne  Aeld
an19 aseptic 1 usxlin PDS Usznaumab collection pouch, pouch ﬁmﬂmﬂuﬁﬂﬁwqa‘;ﬂ 35 mi
PDS fiavaanuuulilidnsinisussqlaiin (mean flow rate) 8tiaAn 50 mimin Ll
MIMAfRBaLAIH 150 3826-1 (2003), Clause B.2.
fasiigUnsaRunnstlesiuliifinisluanduseslafinuazvitesinimangaitiiu
etalafinlgliBaauazlafinfiussqlu PDS ulo
tanfhussaiudatrailuninans anadnfludiesman@esnisiiatlestunis
wivsrraalalinuaznminaeuinalaialu PDS
tuanfnalliAnuninlunisld PDS ethaminzan
(3) Top-and-bottom bag (TBB) A qaﬂﬂiznﬂuﬁ'}ﬂ top-and-bottom inlets and outlets
Fhdoumilsres multiple bag system 1Hlunsiuuen anticoagulant whole blood Taemanasina
gnueneinu top uay Windesuadindiutinunig bottom outlet 29404 ﬁfluﬁﬂﬂnmqmdwﬂmam
uaziiadanuml Fundn buffy coat fnlszneusatindmdenuaiialainmadiuaunn
(4) Platelet storage bag (PSB) At guumunz@ Wiy therapeutic dose 1BUNAALADA
dindu Trearalinanialinsssfiizanamusunizavaiuny
guiunfaRenFasdAuaNTR i 1eanTruwasingafueulasenladinudneanldazaan
(good gas permeability) ua:mms-mﬁu?r’nmLnﬁmﬁﬂﬁL’iuiuﬂﬂmﬂqﬂfwnauauﬁtﬂummu'm
umui’u‘iﬂnu'.T'm11L1ti'1qatﬁULn-ﬁﬂl.ﬁﬂﬂﬁthqa’ﬂLﬁﬂq (under continuous agitation) TuszudnaNg
Fu Tadeiiflussenrumiareundadenldui S mouuanBunmeandaien TunaT8909
U$9q UATN5ITEN
(5) Needle stick protection device (NPD) #g qﬂnfm'ﬂﬂiﬂﬁ'\mﬁumqnfﬁ-'l.ﬁtﬁﬂmmﬁ
13910 usrquinenzdentfuiiana Wileady undesirable needle sticks wanldidiuaizinen
HLFA
dudndaaliiAuuninlunisld  NPD  ethamunzan  wazmmsgiueradlullmng

danwuanialutlszns
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finfnwundulu 1SO 3826-3 (2006) Wun
(1) gUirquazdim (Dimension) Aa 1ISO 3826-1 (2003)
- daurlsznavures Blood bag system with integrated features — Top-and-bottom bag
systemn with integrated red cell filter, platelet storage bag and pre-donation sampling device
- uamdulssnauTes Blood bag system with integrated features — Quadruple
blood bag systemn with integrated whole blood filter and pre-donation sampling device
(2) sunane (Air content)
fednimrenFunnennialidmiuniturunetiia Wy top-and-bottom bag WRE
platelet bag dowdhy final storage containers TagIA UIMATH 1SO 3826-1 (2003), 5.2 whlimes
AuauFNAtUe N ALY filter sub-assembly W#8 pre-donation pouch #laildisiedy final collected
blood component product
(3) AndnHUEBiRINTg Wasnauin sz dnil@ng il uazianamenu
ISO 3826-1:2003, Clause 6 Wnta¥0ety Integrated features urazafia s uaz@usly 1SO
3826-3:2006 Table 1- Applicability to 1SO 3826-1:2003, Clause 6, requirements, for blood bag
systems with integrated features
(4) NsuTq AM 1SO 3826-1:2003, Clause 7 Mitakeill Integrated features urnzafin
fsaandoaly 1SO 3826-3:2006 Table 2- Applicability to ISO 3826-1:2003, Clause 7,
packaging, for blood bag systems with integrated features
(5) NMFUAAIRRIN AN 1SO 3826-1:2003, Clause 8 ﬂtﬁm‘imﬁ‘u Integrated features WH
viim Usvazi@ealy 1ISO 3826-3:2006 Table 3-Applicability to 1SO 3826-1:2003, Clause 8,
labelling, for blood bag systems with integrated features
6)tietlasiunisudaireddafinussideinefuinmanmdoulsznavvesladin
(Anticoagulant and/or preservative solutions) fiesfigmunifhillandeimuslusireiie

nprabsunelulsane

2. European Pharmacopoeia 7.0 (7" edition, published 15 July 2010)
(1) Sterile Plastic Containers for Human Blood and Blood Components (3.2.3)
A1) European Pharmacopoeia 7.0 ﬂiﬂﬁwunﬁwhmw:ﬂmﬁﬁnﬂ‘ﬁuﬁﬂ WuFnm

usngdaulsenaureslatinvesysiuasinillianuninmudngUrzadAnis 1 (Processing)  uazin
lafimitedaulsznavsaslafinvasmysdilil aq Uil

(11)  Aunwsssiasitivinisuzussylafin(quussylain)  nedild  Plasticised
polyvinyl chloride Lﬂu’fﬁq mimuquqnmwtﬂuiﬂmu European Pharmacopoeia 7.0 Materials
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Based on Plasticised Poly(vinyl chloride} for Containers for Human Blood and Blood
Components (3.1.1.1)
(1.1.1) guaraRnussqlafinaran@mannvioiienats polymers Hrdniluena
B additives uarlunisMsumnanng Saniildivigeussqlafinuazqrussqlaninfieclivaaden
monomers  yiteansaulaluunnitenalusunmeiandnuuaslafimitedaulszneuyes
Tatim itimUn@la
(1.1.2) ﬁ'ﬁqﬁmﬂ?.‘:nﬂuﬁﬂﬂ poly(vinyl chloride) laitiatinda 55 % uaradditives 14
ﬁﬂﬂﬂmﬁﬁlﬁLﬁ-ﬂﬂﬁtﬂaﬂﬁuamﬂuﬁmqmﬁ Fand usxiTenaw89 polylvinyl chloride)
wanzannuinglsrasdanisgsslend
(1.1.3) meuandaniauldinszuounis polymerization AnafivEunod residual
vinyl chloride #9801 1 ppm  TAafin17AF9949UANYNABITBINTTUIUNTHERAILNIINAADY
sialuil
- N19AFIINILFNIN vinyl chloride edaclaitiu 1 ppm 1A% head-space gas
chromatography
- afausztFanns additives 7l polymer AWM
n. di(2-ethylhexyl)phthalate (plastic additive 01) AealifFunniluinu 40%
4. zinc octanoate (zinc 2-ethylhexanoate) (plastic additive 02) FaatiFuou
laiifiu 1%
A. calcium stearate %39 zinc stearate WFAAIUNANTOY calcium stearate MU
zinc stearate uAaztinfeati i unalainu 1 %
a. N,N'-diacylethylenediamines (plastic additive 03) faaitFunaalsidniug 1%
q. epoxidised soya oil Wi epoxidised linseed oil WrBdULANTRY oil %ﬂm
urnztiaResdFuNlEnY 10%
[epoxidised soya oil (plastic additive 04) 151104 oxiran oxygen 6-8% Wt iodine value Talifiu
6 wat epoxidised linseed oil (plastic additive 05) FBuncu oxiran ﬂxygen'lﬂhﬁu 10% waz iodine
value L3y 7]
- antioxidants T#alu vinyl chioride monomer uiBuAnidnan a1agnRsIa
wulupolymer vireanaluiiins14 Antioxidants 4 polymer
- ultramarine blue Lﬂummﬂiqﬁtﬁﬂqﬁmﬁmﬂﬂqmﬁﬂlﬂi
- ﬁi’nuﬁhqﬁuﬁﬂ-amm?nuﬁm'i*l"}'nqﬁuuﬂiﬂ:iummﬁmfuﬁqmmwuﬂ:

o o
doulszneunnmszipiradiuinela
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(1.1.4) anwruseed poly(vinyl chioride) #f Colourless or pale yeliow powder,
beads,granules or, after transformation, transiucent sheets of varying thickness or containers,
with a slight odour. On combustion it gives off dense, black smoke

(1.1.5) nagasaaasuianansnl (Identification) 984 polyvinyl chloride W plastic
additives 01, 04, 05

(1.1.6) NsnARaL

- P uneA-Aa

- NIAANAULAY

- Reducing substances

- Primary aromatic amines iy 20 ppm

- Plastic additives 01, 04 W& 05

- Plastic additives 03

- Bariumlifiu 5 ppm 14 atomic emission spectrometry

- Cadmiumldtiv 0.6 ppm % atomic absorption spectrometry

- Calcium tfiv 0.07 ppm 14 atomic emission spectrometry

- Tin Tadtfiv 20 ppm 14 atomic emission spectrometry

- Zinc Wi 0.2 % 1% atomic absorption spectrometry

- Tamemdn Liifiu 50 ppm

- Water extractable substances

(1.1.7) pFaassiFuane poly(vinyl chloride)

(1.1.8) mmnﬁﬁmﬁmﬁumqmﬂﬂ' nlsrAanida (sterile and empty containers)

ﬂiﬂﬂdﬂ?ﬁﬁrﬂﬂﬂﬂﬁﬁﬁuﬂﬂﬂﬁﬂBT']'H‘EHLﬁﬂﬂ Hountineneenuazafafontin AaiTs
yaaeufizzy ulamAaey Reducing substances, AMuThiNga-sna, Chiorides, Ammonium, Water
extractable substances, ﬂ’li‘ﬂﬁﬂﬁﬂﬂ.ﬂﬂ uad Extractable plastic additive 01
vhetles munnzuisdoresiatinfiedlinisAILANATUN AN monograph 184 Anticoagulant and
preservative solutions for human blood ustvageLRNFNTALTAN, i'qmﬁuuﬂﬁﬁ'ﬂuu"ﬂnﬁu
280 nm

(1.2) 'i'ﬂqu-anmﬁﬂqﬂnﬁim'luphannampneiaﬂﬂqﬁﬂuﬂ%ﬁwmiuxumtaﬁn'lﬁ finlATu
ayrymanuiosuAt LA ida mfu‘l?n’uﬂtqqum‘fﬂﬁﬂﬂnﬁmﬂ niﬂqfn'l.ﬁmnrg*mmu
Janumee Sterile Plastic Containers for Human Blood and Blood Components éﬁnﬂ'ﬁ:ﬂﬂ
udaiindndrdanilikedhidesdes  monomers  viteansBulalutrnadenailusunsevite
wanuwlastafinlfifiani L
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(1.3) .I'I'"I']lHE‘Hﬂ"lﬂﬁﬂ'LJi‘iﬂfﬂﬁﬁﬂﬂiuﬂﬂﬂ,ﬂﬂﬂﬂﬂﬂﬁ‘uﬂ'Ti'u'iﬂﬂ"'ﬁ'ﬂdtﬁﬁﬂﬁ'iﬂ{uﬁ'u
FaqUszaafesnts i uazineadensnfies fusiislsAsnide mﬁuﬁﬁqqamﬁ'iﬁﬁn{uﬁu
nominal capacity (fmﬂﬂﬁmtﬂﬁﬁﬁi:urﬂluqq} ﬂnﬂqﬂﬂumuam:ﬁuﬂﬁ':mnﬁwua us
WBanasveaientestunisuiiresiaiin gUFegussgiavnfa sy 1:ﬂm"i'un'w'l.¥~r1mfm?ﬁ
Jiu thauen suspend, fix ueinuaznn Widaulsznavreslalinmunsdmiuingussasdveantsly
314 (process) wazin iU

(1.4) nwu:um‘iﬁaﬁﬂﬂﬁﬁﬁhﬁmﬂum-mnﬁfm{smgle unit) BN UL (collecting
containers)Usznaufatn1TUENAN(primary container) WazN1¥UEsecondary containers 47149u
wilniteannndr  desiefudourlszneuiu 1 Wy aedaiulalin(tubes) Midausaszndnanmus
usq Wetanllintsusndaulsznevaediaiimfluszindle (closed system) masen(outiets)dedl
gﬂ*hquﬁ:m.nmﬁm:u1:ﬂu1umﬂ‘&aumw:mﬁﬁwﬂnmﬂﬁtﬁaﬁ aanijuidiu(protective
coverings on the blood-taking needle) uﬂzﬁ-‘mﬂﬁnﬂuﬁu 1 ﬁiﬂﬁﬂﬂﬁﬂﬁﬁmﬂﬁﬂﬁmm
UsAanide ssanisoanudiiiy tamper-proof

(1.5) AGuANHUY(Characters) 1ean1Murussalaiin desdinouluialaieane (sufficiently
transparent)  Mi@nnsaamaRianIukonaunanieuuasudussalatin  uavilaanutiaveu
dinamelaeiipndnmausnmensiunisdiussquasinlineurinalanedneafinuay
daslsznevseslatinean nnsurussqlaiinfieatiaanislinanndn 5 mi

(1.6) NMENARBLALNINIBINTUTUSI] AR

- pamdemusenisthuen (Resistance to centrifugation) fiedlsifinisiady (messy
{1 indicator paper) uﬂsﬁmﬁmaﬂwqmw

- AMNFINUNNUABNSE A (Resistance to stretch) fiaslufinnsumnvitaidamie

- msFaiu (Leakage) Haslaifinnsiady

- msturiyredletih (Vapour permeability) ilemaaausnadinivue uasfivaelufedli
v 1%

- szizioanTsanteenn It 1R NAY (Emptying under pressure)

Yhdedinaee nanganeluea 2w

- AT ME9 lunrussqlaiie (speed of filling)

thnasreavamaseuiiuaggelunat 8 uiil Aedliienndirnuqeegs

- Armunusienaua sunlasgounnil (Resistance to temperature variations)

- A MlUsela (Transparency)

- anzazaneTianiald (Extractable matter) 'ﬂﬂﬁﬂuH"m'nﬁmm*i'ﬂqﬁi’iﬁﬂmﬁu:um‘iﬂﬁm

- uanINaNtlalals (Haemolytic effects in buffered system)
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- ﬁ’]"luﬂi"'ll'!‘ﬁ"lﬂlijﬂ (Sterility)

- gnglnlsiau (Pyrogens)

- Annulune (Abnormal toxicity)

(2) Empty Sterile Containers of Plasticised Poly(vinyl chloride) for Human Blood and
Blood Components (3.2.4)

Ny European Pharmacopoeia 7.0 Hiafwusdwiunisuswanganilamision

polyvinyl chioride #ildussqlafinuazdauilszneureslatineanms aqls Fail
(2.1) ReunMeeddas Plasticised polyvinyl chioride ﬁ'lﬁﬁ'\m-nwumtﬁﬁﬁ Wuldeu
European Pharmacopoeia 7.0 Materials Based on Plasticised Poly(vinyl chloride) for Containers
for Human Blood and Blood Components and for containers for aqueous solutions for
intravenous infusion (3.1.1)
(2.2) AEnAGEUATY Sterile Plastic Containers for Human Blood and Blood
Components (3.2.3) uazARDL extractable matter sl
- ArLlunga-Aa (Acidity or alkalinity)
- MIRANAULAY (Absobance) lu29AMENIARY 230 Nm — 250 nm UL 251 nm - 360
nm
- Oxidisable substances
- Extractable di(2-ethylhexyl) phthalate
- Chlorides, Ammonium
- 'erﬂmn"lnm:iﬁ*zmﬂ (Residue on evaporation)
(3) Sterile Containers of Plasticised Poly(vinyl chloride) for Human Blood Containing
Anticoagulant Solution) (3.2.5)
i European Pharmacopoeia 7.0 Rdsfmusdmiunttuzwana@ininfan polyvinyl
chioridetuseqlad mmuquﬂ“-hummfﬂmﬁﬁq funtsuiasaneslainlilunitussion ﬂ:ﬂlﬁi’q'ﬁ
3.1)  tentlesfumsudaiareslafisiitugeussqlatin  lgounmansdiaiivuelu
monograph Anticcagulant and Preservative Solutions for Human Blood
(3.2) n'umﬁtfﬂm’ﬂﬂaﬁunfri-u"uaﬁ'wm'l:ﬂﬁmuﬂﬂaﬁn nriuzianfisadiannmay
Empty Sterile Containers of Plasticised Poly{vinyl chloride) for Human Blood and Blood
Components (3.2.4)
(3.3) AN TWIBATAR Plasticised polyvinyl chloride fldvnneuzussqlaiia Wil

European Pharmacopoeia 7.0 Materials Based on Plasticised Poly(vinyl chloride) for Containers
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for Human Blood and Blood Components and for containers for aqueous solutions for
intravenous infusion (3.1.1)

(3.4) FEnmaeuUATY  Sterile Plastic Containers for Human Blood and Blood
Components (3.2.3) Ll.ﬂ:'Iﬂﬂ'lHEI‘LIIE'H‘"IBl‘i‘ﬁy’lf_r’lﬂﬂﬂﬁuﬂﬁu‘ﬁﬂﬁ“ﬂﬁﬂﬁﬂ iU extractable matter
Fasialalil

- Volume of anticoagulant solution, Spectrophotometric examination

- Extractable di(2-ethylhexyl) phthalate

3. Standard for Plasticized Polyvinyl Chloride(PVC) Blood Bags :I-l'lﬂij"luﬂﬂmnil.ﬁu
flsinglu Therapeutic Goods Order No.68 T+aanlasendengmane Therapeutic Goods Act
1989 lHun

(1} AS 3787.1-1997 General requirements for single-use, sterile plasticized polyvinyl
chloride (PVC) packs for human blood Part 1: Single blood packs shall constitute the standard
for all single blood packs {:ﬂﬂi‘jﬂ%’ﬁﬁu blood bag systems used for the freezing of red
cells)

Tuumin ldsyyaanuuansing = i‘:ﬂfif‘:qmﬁi;ﬂuﬁuﬂz 1SO 3826-1993 T4t

(i) Faneneuntnatiuariianwuaniaiionnly 1SO Standard lsiisane 1w TEvesey
ynaAfilE water extract 3elaiimunzu blood pack (SO 3826-2003 £i41¥ water extract)

(i) iaﬁwunmmﬂmaﬁﬁninmnsgﬁm'fﬁwiq Therapeutic Goods Order (TGO) -
General requirements for labels for therapeutic devices, and the Australian Red Cross Blood
Service - Guidelines for blood and blood component labels

(i) FovagaunIaiA@ndle 1SO Standard lawizazsansane uliidsnegeunis
ﬂmﬁauaqn 1A (ISO 3826-2003 HiEVAdY msﬂm‘ﬂauﬂqm ALAY)

dlew1res AS 3787.1-1997 szneudomindie seudne endnsdneda Henufwi nas
2ANULL 89ALFENBUIBY Blood Pack GNFTOUZNIINIU (Performance) 184 Blood Collection
Pack 1nttleaiunisudesinveslaiin N13UsIq(Packing) NITUARITEIMMAY (Marking) UAY
mAmnusasianaaeayudssieluil - Strength of needle joints, needle projector for leakage,
suspension device(s)

- Strength of connection and leakage between collection tube and soft-walled
container (bag)

— Strength of connection between closure-piercing device and outlet port

~Transparency, loss of contents, resistance to stretch,



T6

— Leakage of the blood collection pack under pressure, delivery volume

~Time for filling the blood collection pack to its nominal capacity (collection rate)

— Air content of blood collection pack, resistance to centrifugation

—Particulate contamination {limit test), pyrogens {bacterial endotoxins), cytotoxicity
—Preparation and identification of extracts for chemical testing

—Epoxidized oils, di(2-ethylhexyl) phthalate (DEHP), tri((2-ethylhexyl) trimellitate (TETM)
—N N’-diacylethylenediamines, vinyl chloride monomer (VCM), polyvinyl chioride
—Trace metals, Calcium, Zinc, reducing substances, residue on evaporation

-Alkylene oxide, alkylene chlorohydrin and alkylene glycol residues

—Volume of anticoagulant solution

(2) AS 3787.2-1997 General requirements for single-use, sterile plasticized polyvinyl

chloride (PVC) packs for human blood Part 2: Multiple blood packs shall constitute the
standard for all multiple blood pack systems {mﬁi-jwﬂﬁi’ﬁﬁ'u blood bag systems used for

the freezing of red cells)

Tuuminliszypansuansing q sevineasguiluaziso 3826-1993 il

(i) Fnsaeumruatiuaziienmuania@ioninlu 1SO Standard Liiema iy FEnaasu
maaiil¥ water extract 3¢ limunzi blood pack (ISO 3826-2003 1414 water extract)

(i) Fefmuanisuansaainlunimsgiuiignids Therapeutic Goods Order (TGO) -
General requirements for labels for therapeutic devices, and the Australian Red Cross Blood
Service - Guidelines for blood and blood component labels

(i) FonaseLnaWiANdlN 1SO Standard Llamizianzaadisane Wulilidineaseunig
ﬂulﬂﬂuﬂwﬂn (1ISO 3826-2003 :ﬁﬂnﬂﬂummmﬂﬁuﬂumnuﬁa}

(iv) Tsifidanwumanizdwiu multiple blood pack systems

dawnges AS 3787.2-1997 Uszneubamiadie seutny tenanslnde funudwd nas
A9NWUL  89AUszneuted Multiple Blood Pack System Components ANTIOUSNITNINTU
(Performance) 184 Blood Collection Pack and Satellite Pack vhentlestunisudadrreslafinuas
Additive Solutions n1FUFIq(Packing) n'i?uﬂmm'gﬂmmﬂ (Marking) uﬂ:ﬂﬂnnu‘mﬂuﬂmﬁ
yoaeuRsselLil

— Strength of needle joints, needle projector for leakage, suspension device(s)

— Strength of connection and leakage between collection tube and soft-walled container
{bag) of blood collection pack and between transfer tube and satellite pack

— Strength of connection between closure-piercing device and outlet port
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— Transparency, loss of contents, resistance to stretch,
— Leakage of the blood collection pack or satellite pack under pressure, delivery
volume

-Time for filling the blood collection pack to its nominal capacity (collection rate)
—Air content of blood collection pack and satellite pack, resistance to centrifugation
-Resistance of satellite pack intended for storage of frozen blood components to
temperature variation

—Particulate contamination (limit test), pyrogens (bacterial endotoxins), cytotoxicity

—Preparation and identification of extracts for chemical testing

~Epoxidized oils, di(2-ethylhexyl) phthalate (DEHP), tri{(2-ethylhexyl) trimellitate (TETM)

-N,N'-diacylethylenediamines, vinyl chloride monomer (VCM), polyvinyl chloride

—Trace metals, Calcium, Zinc, reducing substances, residue on evaporation

—Alkylene oxide, alkylene chlorohydrin and alkylene glycol residues

-Volume of anticoagulant solution and additive solution

4. ANSVAAMINISO 10993-1 Biological Evaluation of Medical Devices — Part 1:
Evaluation and Testing

MiUeMMISURLENANTgaNENY  (USFDA)  anfunms§umanana lunisusediv
Empty Container for the Collection and Processing of Blood and Blood Components 14“:1"1!1&:
mﬁqﬁﬂﬂﬁfmqﬂﬁﬂdﬁmammﬂﬁﬁ Taudugmarafnulan (empty plastic bag) ¥ie 198
naraanvisesamulia (plastic or glass bottle) Wdwiuussq iy deiulalinviediulsznaues
{afin e lUsiiunszuaun1sause (for further processing)

ﬂﬁﬁﬁuﬁﬂi:mﬁnr:maqqnﬁwnﬁu-nﬁ'uﬁ 3891 (W.A. 2551) NuuaNAT§IUMTIEEiu
medanmsessiesiiourmdisy 1 : nialsrduuaznismagey mms-gﬂum'uﬂ uan. 2395 au 1-
2551 ﬁqmm'jwiﬁwuﬁfuhﬂi'u ISO 10993-1:2003 Biological Evaluation of Medical Devices-
Part 1: Evaluation and Testing ¥l luszdumiiauiumnilsznig (identical) Tauld 1SO ety
- nmsangmilundn ufmfgmﬁﬁwumﬁ’nmﬁ'ﬂiﬂﬂiﬂumfﬂr:m'umﬁummmm‘hqﬁﬂ
wnd Mautissmnmesasesiliowrmdnndnsnsnsdudauasraznafidudasuienig ua
nmagey 2 Ussm dstneudasmamageuiedstfiunanmaneusueadiesdiumidaninans
winadlounmd wu monufhiimsiaiad poladenisneuaues neszamies UiTReRiRsTuT
fuldtamis pruudlufimsiesznsing 1 sesiemeiufis@unduy Jufsiadoumdy uasdh

o J" - e i - al - 4" -l &
WHAIWM M ﬁ'ﬂ']ﬂlﬂﬂ“ﬁﬂﬂ?:ﬂﬂﬂuﬁﬂfm Hﬂﬂtﬂﬂﬂ“iﬂﬁﬂ:ﬂﬂﬂﬂ“ﬂﬂﬂqfﬁﬂ‘i"ﬂﬂﬁ“lﬂﬂ’lfuﬂﬂtﬂu
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f1ane AnmdnieldfuidertesFreasiaunned uasnmaseuielrsihuiudamisdionan i
Y “. e [] [ =1 [ o I

poflufinEed madenude anuiufinsessu@uiiug nisfenaaemedinmasudiesile
JH L i .-J -] [T i

uwnel UBNANUGINMUANIFRENNANITIN M AINA 19T ANz femagaudmiuATestie

[ L o
unntuAasssum uwasnisdsemdineasulranisnoudiuasingn

5. WBN. 1298-2554 NATFIUNARAUNAAIMNTTNTRY MBULHAEANLTIAIN
iWedwiuussqlafinuazdauilsznavuaasladin
a i » -
mmsjﬂmfmfﬂmﬁwiurmﬂu‘lﬂmu NAT§IU 1SO 3826-1:2003 @A AGMULANGNY

fuagUBmumanai 17

e 17 drszdAgiuanAnafiuszninasnnagiu ISO 3826-1:2003 uax wan. 1298-2554

Ware ISO 3826- u8n. 1298-
1:2003 2554

Yaravial (dientseanuu) il %ie 5.1 Taifi
Banene- dielinnis Wntindnesy aunrofulsitnediians 48522 Laifl
TasamadinlilA

Ainaaay Ladl il 48 9.2
Pilot samples il %0 5.4 Taifl
audiuasanudarewsdssgs  dsdllmnoendeaiy  Aaons Teedl | Ll ilfna1.4
srasvinaiuusastalsifiu 7 cm
anmnusialy - Biwilouriu 1y 1ISO 3826-1:2003 “shall be transparent, | 8 6.1 %o 5.1
virtually colourless” d@n. 1288-2554 “HealUiuas lufldvidafoanies
dinties”
Conditions of manufacture %8621 Tl
Sterilization - lHwfieuiu Wl 1ISO 3826-1:2003 riwuaTominl | §86.2.2 fin 5.5.1
Urrande uibiffivagey  wen. 12982554 Hwusdidieiianm
rranide nmeseudhvilenu USP 1ie EP Wadie sterility tests
Coloration (material of the sterilized plastics container) Hin624 laidl
Thermal stability - IS0 3826-1:2003 wammwitnesausirlrasn | 38 6.2.5 uss 0 5.3.2 upz
symatudlou wan. 1208-2554 wanIARTEnAReuTiAMvusents | §86.2.8 §p 5.3.4
VU
&qmnﬂul."lﬁﬁu wan, 1208-2554 Lifliiveasy 1SO 3826-1:2003 i3 | in6.28 0 5.36
nafeL
WBuntumsasaeiaiall viny chioride monomer Tl H¥854211
Vhnodausminfiadalé flin6.32 i




e 17 ‘H1i¥ﬂ1ﬁl‘“ﬁﬂﬂﬁﬁ’lﬂﬁhi‘:1ﬁ1ﬂﬂ‘i!i§1“ ISO 3826-1:2003 WAL HAN. 1298-2554 (WD)

Wate ISO 3826- uan. 1298-
1:2003 2554

Sarnwumrialy (WaieAmanmzniaTonw) 1l §8 6.4.1 Tidl
nsuamanan luwideui §in 8 ke 7
nsdnAnBtuREINURNARRY Lidl R T
FinareunIluthuregiuitdseiy annex C e | #n9.22

C.2
JEnmgeu  Endotoxin  1SO  3826-1:2003 sxylthimu  relevant | Annex ¢ e | din 9.21
pharmacopoeia c.2
HBN. 1298-2554 mmﬁﬁnﬂﬂﬂuﬁ%qﬂﬁuﬁmu USP

NTUARIRAINUAZNITUTTANIUSTALAR
(Labelling and Packaging of Blood Bags)
farmumitenasgiuaainuaznisussqnaussqlatin Sinsdefmunszuitalszona
Sadnvumaaslszmasing q Sefmuaaniz uasteimumicll aplfedmuaiiddny
1. 1ISO 3826-1 (2003) Plastics collapsible containers for human blood and blood
components Part 1: Conventional containers NMWUANIATIIUEAINUALNNTLITINILTTIaliA

-
P

N19U999 (Packaging)

(1) mafivusegmaiuiseimusengresgaussylainfissanAvdiayamunianin
Useneu ﬁﬂumﬁﬂﬂﬂUﬂaﬁum?ﬂqﬁ'ﬁﬂﬂﬂﬁmuﬂm'i‘ﬂ'ifﬂmu.ﬁui*’nmﬂmmi-mﬂf:nﬂuum?ﬁﬁn
ﬁwuni’ununmqﬁm‘bimuﬂ’hmmﬂiﬁmmﬂﬂﬂﬂuqqmﬂlﬂLﬁﬁﬁ'ﬂ’i‘ﬂﬂﬂ:ﬁ Geiuiigruuni
WAZAIHIUIIT IR

@) FagTliiantrusiiussqquussqlafin (overpackage) vielvediuieuntlasnaussy
lafinfiaginiely ﬁm'l.ﬂﬁwﬂg‘ﬁ“rmﬁ'uwmﬁﬁn*ﬁLﬂuﬁﬂqmﬂaqqurﬁ‘[ﬂﬁmﬁﬁiﬂﬂﬁaq"l.uqqua:
fﬂqm‘ﬁﬁﬂdmfﬁrﬁﬁfﬂﬂ"li‘t‘iﬁ‘mlﬁutﬁﬂmﬂ wmfrmi*'l.’iﬂ’rﬂ.ﬁﬁﬁhLfﬂﬁﬁﬁqﬂnﬁ'ngwﬁuﬁwh
anafialifutiandudagussqlafinuasAousslugs

(3) MTusussyqeussqtadin ﬁﬂﬂﬂﬂﬂﬁﬂiﬂﬁnﬁm:#ﬁﬂ'ﬁﬂﬂﬂiﬁ*ﬁﬂﬁ'ﬁmumiﬁdqmﬂﬂ
wnewiselyl  (tamperproof) uﬂ:ﬁﬂauﬁamtﬁuqnﬁﬂqﬂmﬁumwLﬁﬂmnﬁmmﬁn{uﬁum
urrqlaiia lensiiuinm suduas ¥

(4) quussqlafinuacdourlsznaudesiueglunauzusqetiianzan ludnsusiins
duazaegeluidevie wu Oa W Wuled
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NIFUAMI28IN (Labelling)
mauameangausiqladinfeainllaungsrdiounelulszng wanlifingsudey
melulsund  msuassasnlisnfiunsmudeiwusssllil Ineaalidydnwnl (graphical
symbols) AN 1ISO 15223
(1) A’ nua3naussylaiia (Label on plastics container) fiaaua nﬁmdﬂﬁiﬂ‘lﬂif
n. 1inveslafimidedoulsznevtedafisfiavyussq uardioald
(description of the contents and intended use)

1. gasdaulszney uﬂ:ﬁmm{uﬂ,m?ﬂﬁpwﬁ’rr{ni'u} saaingtlestunsufeinens
Tﬂﬁﬂuﬂﬁm‘}ﬂdﬂﬂﬂlﬁu¥ﬂmﬂﬂ1ﬂﬁiuﬂﬁﬂﬂumﬂﬂTﬁﬁﬁuﬂ:ﬁu’IH?{Hﬂ.}ﬁ‘ﬂﬁh’mﬁﬂ[ﬂﬁ} 28
ladmizadoutlsznauandlafinfiazussy

ﬁ.'ﬁﬂnuﬂuﬁ-:qﬁﬁuiwmmfﬂﬁnﬂmfﬂ (sterility) uazn1sUsrAs @15 Inlsia% (non-

pyrogenicity)

1. AnFeuiiuaaein Snadidlanudngaussqlatindg

4. AMABUIT not to vent

2. Andewin Wikafadn

1. Mrtaaedmiuasn s liqaussqlaiin (a reference to the instructions for use of the

plastics container)

1. Jousshagreciindn uaznifeTauacingaesfidndnning

Bl ﬂi’ﬂi-uﬂnﬁﬁ

ﬁﬂ#ﬂﬁﬂmnlﬂtﬂﬂmﬂuﬂmﬂiﬂqﬂﬁqnf&qu’ﬁﬂ aunsougasdisyamuie ¢ 1 2 1
BnaNFasn19 1 Eunu

fannzaufiasinll awnsaisdenafeafufuiilissqedwiuussqlalin usr mia
YRINRRIMY (manufacturer's product code)

(2) ARINUBINBULUTTIOIUTI9La4R (Label on over-package) Kewuansdayasielyil

n. Feunsiietancdinan uazritedauariiatyeddadmmineg

1. AMaTutnAAfuTadulsnaumelunttue

A. TUNHABILIBINILTI AR

AReuTuanviinlivdadinnsusussqneussaladinuga N fu Elidingsudoy
meludszmAniwuadn N Wiguamdugiivuadi N)

(3) aaNTaNABWUAIAUA1 (Label on shipping box) NABIAAILALYINANIRLAN
(pallet) AasuAmaaIN HiiulA 'Eﬂﬂﬂmnﬁmuam’iﬁqmiﬂ‘lﬂﬂ
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n. Taunciiegresdjudn uasnriFeTauaciegresddndimioe
] F-% iy r o = i
1. ABTLNBERBANTTadIulszneuntt lundes
ol A
A. Anviredeulsniniuinm
[ 1 J )
A, sajuinu@e
4. TuvNAREI890IUsIqlaiin
. e = - ® - " e
2. finsesiminiillunturussqqausiqlaiin  WiuasmAndeuiuansdrdinnlivgs
Annrruzussqeussqladinuia N 44 ([bilingsuisunteludssmativuaa N Wilu@adug
AvuaA N)
(4) TaimuadniuaaIntesgaussqlain

J.I -IJ -J [ - -
(4.1)  Fessnufuiasinimanzandmiuusmsdaysredndngeussylatinuacious
I‘.f' J.r H e = .-1.- -J L £
weffl5 (lnemivlyl 30% vesiueand wivdindauansdoys uaz 70% vsaiufiaandmivgly
- =
viragjusiquaanuaniiaya)
=1 J' J i i - J o
(4.2) gaussqlatimfiesdiiunusdouibiumifsaainitairsamune  sinlfianansn
iy “-_r.- =4 ay J = h
nraataumvselatinfiussqlugaussqlaiinli
| i J- -
(4.3) wilnfiiienausiesbiFud lululienanadin
J ‘l- | ]
(4.4) fapitawiaaunsiiniuueanfiesansodulinsenssuziuainislian
o " Jr ] = e 4“ e o A 1 [

(4.5) nadmreanfiadliidedeninatyduinreaian uazfiesdivdngrutiududnazl
fnadesanIursqlafinuas@ussqluge

(4.6) AnunerEIuiazaenasinaanazinaliaaingniiane

o . &
(4.7) Wemmaausatids B.3 184 ISO 3826-1 (2003) asnazlivenaanaingiussqladin

s o -'r 1"- . J-r [ o = - |
URINUIRITUIING uasRaniurunaaInvagussqlaimgrs A

2. 1SO 3826-2 (2008) Plastics collapsible containers for human blood and blood
components Part 2: Graphical symbols for use on labels and instruction leaflets Usznausae
Fdnwailiusauuasinuazianansinfuwiasdewmdsznmatusmanafindmiuussq
Tafiauavdautsznoumnsladin  Teefidydneailil i uniingsadioune sz ey
ati (I1SO 15223-1, Medical devices-Symbols to be used with medical device labels, labeling
and information to be supplied-Part 1:General requirements &ty ﬁnﬁm‘i‘ﬂu“lﬁ}

Frydnafildlu 1SO 3826-1(2003) wriadhy Basic symbol (graphical representation of a
particular object or feature) wat Compound symbol (graphical representation of a concept

formed by the combination of two or more basic symbols)
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Basic symbols uamdtyansnized Blood or blood component container, Double needle
apheresis protocol, Single needle apheresis protocol, Whole blood, Red blood cell
concentrate, Plasma, Buffy coat, Platelet concentrate, Anticoagulant, Processing, Leukocyte
filter une Pathogen reduced

Compound symbols u@md l‘uﬁ’ﬂﬁﬂfﬁﬂ‘lﬂ'ﬁ

- Compound symbols for “solution” 1AW Additive solution, Anticoagulant solution
wae Saline solution

- Compound symbols for "blood or blood component containers” [ Buffy coat
container, Plasma container, Platelets container, Processing container, Red blood cell

container W& Whole blood container
- Compound symbols for “processes for blood and blood components” Taun

Leukocyte Filtration W&e Pathogen reduction processing

3. European Pharmacopoeia 7.0 (7" edition, published 15 July 2010)

N19U999 (Packaging)

eI TUENAAANT I ussqlafinuardiutrznauveslaiin ffqmwﬁl.{luqﬂﬂﬁﬂ
uﬂzﬁummfﬂmﬂmf'i'umi'uiqﬁumﬂqhﬁﬂuﬂ:m?mfwmﬁu?nmﬂnﬂﬂﬁﬂuﬂf:nﬁu'nmiaﬁn il
fofvua Ae mmﬁiﬁﬁmﬁﬂqumlum'nu:fuuﬁnﬂmﬁuﬁnfu (protective envelopes) el
rauzduueneenuda geussqladindedhifiseniady bifinnddydiisesdes naurduuen
Aeaudausatu LﬂﬂﬁﬂﬂqzﬂmﬁumwLﬁwwﬂawmﬁnfun"uqqum‘tﬂﬁH'I.u-nmq.ﬁﬁnm T

o J & I l-.:I i =1 [l
uazl¥e fiestlantinludnmusiinlinsulddnsusurspiugnitlauiniswirel

N1TUARIQAN (Labelling)

(1) mauamaanfiandivulumungmnamelutszmAuazanuanasszninalsune
Ry
(2) asnfeuansioyasialili
T -
n. Geuaciogaestinae
e - v .-I = d [ | [ =
1. pavirednusuampTiingn Jwmunsoamassuinunditlrzdfnienangaug

Ao e Ty -J 1y
Tatinuazdagwanadni indnls
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A. ﬁ'ﬂqﬁfuﬁﬂmnﬁﬂqaﬂ"iuﬂmq’ﬂm&mﬁmﬁu nfuiden (blood group) RITIEIeBA
(reference number) uaz¥anruausuiifiuualilungunsmolulsmALeEANANGITEIINg
Uszind uﬁ:ﬁ#uﬂfiﬂaﬁwi’ummﬂmﬁﬂgmﬁ'mﬁu (supplementary labelling)

3. aa*‘rnqauﬁﬁfﬂﬁm{ﬂmmmumnﬁu‘iﬁﬂﬁwm1wfuuﬂn} uﬁmwuzﬁ”wam‘;mﬁ
quussqlaiin ﬁﬁquﬂﬁﬁﬂ:ﬂﬂﬁ"aﬁ

- TUMNABTE YR atin
- ﬂﬂLﬂﬂﬂﬂu:ﬁmnﬂmaqamﬁ'imﬁmﬁ-ﬂnuﬁq foaligaussqlatinnielu 10 du
(3) wiln Aeifaivitedeu vusan FedhiFud i udonanadin uasdeamnsasnls

paaABEN1TIEu

4. AABB(American Association of Blood Banks)"

N15U999 (Packaging)

qeusaqlaiinfinalfifusygirainmissauemsuazenauigenizni(USFDA)  uazbie
UrAainansininau audneussesqeussqladisiisiennis Ae delunsdagl (easily formed)
dnwdensruaunsuandaulsznauredladinuasin Wilgounmmudngquszasdlunisld  (easily
processed) ﬁmmiu ufauganunulinandndrs Lirsedis nudenisindau 'i'ﬂ:qﬁﬂﬂﬂ'mﬁnﬁ
VingeussqlafimAosnusienssusunisinlivsdaanide (sterilization) 13 gamma irradiation,
ethylene oxide, electron beam WiavaaTs Al TeendwuuazArFusulasanlaftiudi
senlfetihafiome  wikedtleambilhiandnalszneuredlafinsswaeeninld  ussdiedlis
uadesanNLaDait m*mu?qﬁr uaz potency 184ladim

FamAlinuannlunisingeussqlaiaie Polyvinyl chioride (PVC) uas plasticizer Ainax Tu
WABANAR di-(2-ethylhexyl) phthalate (DEHP) Lﬁmﬁnﬂfﬂuﬁﬂmju ﬁthq'l.i'ﬁmuqqmﬁ%ﬁnﬂ
¥inan PVC SlieduReunndiiieussqdantsznavaesiaiisiiududs nanafinsiinguildn Hun
Polyolefin ¢laifl DEHP wanzfumsussqdausznauaesiafinursiila uavLatexfree plastic
containers 14mm:ﬁunﬂm*nmﬁﬂﬁlﬁﬁﬂ-mﬂu,ﬁ latex qaumTaﬁnqzqnum'mm-iwﬁn-itu
(Overpackage W pouches/packages) i:u".‘mfﬂnun’*mw":ﬁqqmn’l.uwmﬂﬁnﬁnnu (Unused
containers are stored within open packages until the expiration date or time. The opened

pouches are labeled with the date and time that they are opened.)
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nusi i rudsduAn (shipping containers) mastinsyszdiundnugnéiad (validated) tie

. - - -
auudladdmnsainmgaunnilAnundenng

nTuAnIRan (Labelling)

Base label Hiaauansdednan n1ofiliilaaainiia base labels uaz additive labels Haqld
1iiaT USFDA o179 uﬂzmnlﬁﬂﬁﬂmnuuqqufﬁ‘tﬂﬁﬁiﬁuﬁmwﬂ 21314 tied tags Whimnai@en
LﬁuLﬁuiﬂﬂtﬂmznirﬂﬂuﬁmﬂnhﬂHiqﬁqqmﬁ'iﬁﬁm (Tie tags sanfieyaiu  patient's
identifying information, name of hospital where the patient will be administered for surgery, date
of surgery) USFDA eyaiR lild szuu Machine-readable information M3undn “ABC Codabar” 1u
1l 2528 siaunlull 2543 USFDA ;iR The International Society of Blood Transfusion (ISBT)
128 symbology UMy 33 AABB Standards Wil 2548 fiilieiwuslils ISBT 128 Symbol Failus
TaAulHdiedud 1 wqunnaw 2551 USFDA fifedvuadsiinaioAuldideiud 26 wmeu 2549
Tnelfinsuanaaind iy Blood components sl bar-coded label Satsznaudnediayaiiiiy
eye-readable format 4 atinalAun (1) unique facility identifier (144 registration number), (2) lot
number relating to the donor, (3) product code (4) ABO group and Rh type. USFDA ¢l
YofnvumiAnaiy label size, Fumisiazuansdayauuasin, 1fintedioys uar #iduse veq
enentertaanglunmsuansiieacauuasn

anndmFunsurussdaulsznevsesiafinenauandieysianiziislafenilavidevans
’iﬁﬁ"ﬂﬂiﬂ‘lﬂﬁ[ﬂ hold for further manufacturing (2) for emergency use only (3) for autologous use

only (4} not for transfusion (5) irradiated (6) biohazard (7) from a therapeutic phlebotomy (8}

screened for special factors (e.g.HLA type or cytomegalovirus(CMV) antibody status)

5. USFDA Revisions to Labelling Requirements for Blood and Blood Components,
including Source Plasma (Reaiisdu145ui 2 nengnax 2555)"

AN CFR Part 606 - Current Good Manufacturing Practice for Blood and Blood
Components Subpart G - Additional Labeling Standards for Blood and Blood Components 3

. X 4
fanmwuainaiudeysifiatuaniuuaainnisurussqladinuasdoutsznouresladin laun
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(1) proper name of the product in a prominent position, with any appropriate modifiers
and attributes

(2) name, address, unique facility identifier

(3) donor or lot number relating the unit to the donor

(4) expiration date including the day, month, and year

(5) volume of the product (whole blood, plasma, platelets, partial units of Red Blood

Cells

(6) name and volume of source material (where applicable)

(7) recommended storage temperature (degree Celsius)

(8) ¥anauseluil wintinednsusT Edeiden

- Rx only; See circular of information for indications, contraindications, cautions,

and methods of infusion; proper identify intended recipient; This product may transmit
infectious agents.; appropriate donor classification statement

(9) ABO group and Rh type of donor (il Mide@emitesmumnumnizan) a1l
7¥1 Rh type @ w¥u Cryoprecipitated Antihemophilic Factor (AHF)

(10) %¥®m2u “"Caution:For Manufacturing Use Only” W9e “Caution: For Use in
Manufacturing Noninjectable Products Only”

(11) $1UNTUANNIATIA communicable disease agents yaniranAnuet W iddoden

(12) uannsmsraidentlianATiasaany communicable disease agents

(13) wintinaad e W4 deiRen asnfisauam encoded information in a format that
is machine- readable and approved for use by the Director, CBER i:l machine-readable
information ﬁmﬂﬁnﬂuﬁaﬂﬁﬁqaﬂﬂ’nﬁﬂtﬂﬁuﬁ (a) A unique facility identifier (b) Lot number
relating to the donor (c) Product code (d) ABO and Rh of the donor uazdigmuauis 3 1szns
18w (a) be unigue to the blood or blood component (b) be surrounded by sufficient blank
space so that the machine-readable information can be scanned correctly (c) remain intact
under normal conditions of use

I J -] ] i
(14) §8R27% "NOT FOR TRANSFUSION" wanldmuziastinlWdnaiden
: =y & o -J ] i =5 o= L
saniaiifenmuasesdasinnsusussylafianasinUlidwdessieniiudee  ddnns

a o wmll - o =i
YanruvialU@denduunansdlidy Blood grouplil#ifu@dimun uatiifefmusianislieyah
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FIEALAMIAINTL labels 999 whole blood, red blood cells, plasma, source plasma label, blood
and blood components shipped in an emergency prior to completion of required tests, blood
and blood components intended for autologous transfusion, tie-tag label

6. nisudRIRRINlaRAuazdIulsEneuredladinmiy  Guidelines for the Blood
Transfusion Services in the uk®

, winl a o al
sEUUNTUAMIAATN (The labeling system) HavAUsEnauAil
a) The base label — the label applied to the blood pack by the manufacturer of the

blood pack or harness, bearing the manufacturer's container information and lot number

Codabar barcodes, specified cautionary text, and guide marks to assist in the positioning of
overstick labels

b) The donation identification number label — a label bearing the ISBT 128 donation
identification number barcode. Produced in sets these labels ensure the accurate and unique
labelling of all blood packs and samples taken from a single donation event. Allocated at the
point of donation, this number is fundamental to the secure audit trail for blood components

c) The blood group label — A label bearing the ISBT 128 nationally defined short form
unit identifier barcode, the ISBT 128 blood group barcode, and the Codabar expiry date
barcode. Also contains eye-readable information on blood group and expiry. Applied by the

Blood Service prior to release into stock

d) The component label — a label bearing the Codabar product barcode, together with
component specific information. Applied at the time of component manufacture by the Blood
Service. (The existing Codabar component label will be replaced with the ISBT 128 product
code (blood components))

The labels indicated in b—d above are all affixed onto the base label..

[ISET 128 is an internationally defined coding system for the barcoding of information on blood
components, progenitor cells and tissue. Designed by the International Society of Blood
Transfusion (ISBT) working party on automation and data processing, the responsibility for the

worldwide management and distribution of the ISBT 128 Technical Specification and
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associated databases now resides with the International Council for Commaonality in Blood

Banking Automation Inc. (ICCBBA).]

Specification for blood pack base labels®

YarmusdulineosaniiuesgeussqlafisvdseinunsruauniminliusmAsndeuso
LLﬂmqmugﬂwm#r 13 uﬂ:ﬂi’lﬂﬂﬁ 18 The manufacturer's logo may be printed in a colour
of their choice. All other printing to be black on white. Labels, adhesive and ink must comply
with the requirements of the International Organization for Standardization Standard 1SO 3826-
1:2003, Plastics collapsible containers for human blood and blood components - Part 1:
Conventional containers, Label adhesives must be tested and approved by manufacturers in
accordance with applicable current versions of the ISO 10993 series of standards: Biological

evaluation of medical devices (biocompatibility standards).

- 100 -
- e - 33 - 46

Y

110

I 3

20
j 4
15
i 5
4
15
v 6 2

<
31]11‘1111!13 Base label layout for 400 to 600 ml bags: dimensions in mlillin'rmﬂmIE1
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= =
Area 1 uﬂma'ﬁﬂ:ﬂﬁtﬂﬂﬁﬁuﬁﬂﬁﬂ (logo, name and address of manufacturer, and

CE mark)

Area 4 uamIiaA774 'Do not re-use this container’ 'Do not vent' WTELATEIMNNE

=

@ @

‘CE' mark and registration number,
on primary blood collection packs the formulation and volume of anticoagulant

on additive packs the formulation and volume of the additive solution.

Area 3 (subsequently covered when the Blood Transfusion Service applies a

component label). Alternatively the information may be conveyed using approved medical

device symbols (published in current versions of 1SO 3826-2, 1ISO 15223-1 and EN980)

uanedioyasiali/i

maximum volume of blood/component that is to be collected into the container

'Do not use if there is any visible sign of deterioration'

‘The contents and/or fluid pathways of this pack are sterile and pyrogen-free' or
"The contents and/or fluid pathways of this pack are sterile and non-pyrogenic'
storage temperature range for unused packs

where a pack is specifically intended for the storage of a particular component, the
identity of that component, e.q. "Suitable for the storage of platelets’

‘Do not use after DD/MM/YY’ where DD is the day number, MM the month number
and YY the year. For clarity, the expiry date will be midnight on the date shown. It is
permissible to use anly MM/YY; in this instance the expiry date will be midnight on
the last day of the month/year shown

if appropriate, the words 'Use within x days of opening the immediate overwrap'

where x is the number of days validated by the manufacturer

Area 5 pack batch or lot number must be printed in both eye-readable and barcoded

formats

Area 6 the pack type (list/catalogue) number must be printed in eye-readable and

barcoded formats,
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Labelling of the overwrapping shall comply with 150 3826-1:2003.

(il 2553 EU Awunlfiszyfeans DEHP uuaaIngeussqlafini i DEHP {u Plasticizer Hat)

ﬂ"ti"‘lﬂﬁ 18 Blood bag base label dimensions (width x u;ina[:ﬂ;hj151

100 mi bag B0 x B85 £ 5 mm
250 ml bag 290 x 85 + 5 mm
400 ml bag 105 x 105 £ 5 mm
500 mi bag 105 x 105 £ 5 mm
GO0 mil bag 106 x 105 £ 5 mm

{extract from 1SO 3826-1)

#@mFuA28EN4 Blood Component Labelling #luniAnuan wu 126-127

7. nMsuanIRa ndulsEnauneslatinman Australian Red Cross Blood Service'

anneaqeussydantisznavtasiafinfasuanstioyasielas

(1) Proper name (eg, Red Cells), including any qualifications or modifications

(2) Component code

(3) Temperature range at which the component is to be stored

(4) Anticoagulant and/or additive used in the preparation of the components, when
approprnate, and the volume

(5) Contents or wvolume (standard content, according to this Blood Component
Information,is assumed unless otherwise indicated on the label)

(6) An identifier indicating that the collection and processing was performed by the

Australian Red Cross Blood Service



(8)

)

(10)

(11)

(12)

(13)

(14)
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Expiry date and time, which varies with the component, anticoagulant, additive,
and method of preparation

Donation or pool identification number

When a blood component is split into two or more components, each subunit is

identified with a unique component code with the component code text

indicating the nature of the spilit.

Donor's category (ie, autologous or directed, if applicable. Note that
autologous and directed labels also contain patient-specific details)

ABO and Rh (D) blood groups;

Special handling information, as required;

Donation tested and non-reactive for specified markers for HIV 1 & 2, hepatitis
B & C,HTLV, and syphilis;

$oapausielli

— PROPERLY IDENTIFY INTENDED RECIPIENT;

— DO NOT USE IF CONTENTS SHOW VISIBLE SIGNS OF DETERIORATION,

— WARNING: THIS PRODUCT MAY TRANSMIT INFECTIOUS AGENTS;

— SEE CIRCULAR OF INFORMATION FOR CAUTIONS & INSTRUCTIONS.

¥ i L Lo L T | if ar af
8. ﬂ"llll'lﬂiﬂ"lﬂH"II-Iﬂﬂﬂ'l"illﬂnﬂﬂﬂaﬂu‘rlﬂ‘lﬂﬂﬂﬂq._lmﬂ'lﬁﬁﬂ“-lﬂﬂ

a
ATUATEANBUNNE

raauanaeiaudRrsumiyqAviediefiAusuiAtesliounnd (ASEAN

-4 i & J ]
Agreement on Medical Device Directive) iA1adniinnuuanaiasunsine i Auldlunguilszna

- - - - s ad =t
andnandountsludui 31 funan 2557 1HAMUALLINIINITULEAIRAINIATEINOUNNENRS

it ludszmAaaurinandauwliluntanuan 9 Faszngnanueniziantvuanuiesily

@ - - o ‘
Faduuanialusesnaussqlatia Faldiun

datwumalil (Labelling requirements)

(1) dleflanudulUiEunafiRuesianuminzas iﬂuﬁﬁhﬂu‘lumﬁiﬂquﬂ:mﬂﬁ

1 L L L =y = [ J
sustasilowmdlisaniuansdalituuinaniomiieiey) weaite LumTurusqetesdle

urmsiusiazmiae (primary level of packaging) uaz/Ai?e uun TUzduUuen (secondary level of
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i ar @ -l o w
packaging) winl{@ uNs0ussq individual package of each unit Aasdmvindaya lifwnansiniuy
1 -lﬂl 4 T | i ar J = J =] J
Tuunen/@edulanusryarudiitedsing lunfeniuiAtestieniinifanaitiries

(2) 'mnirrﬁﬂﬁw-aqnﬁmﬁmﬁﬂquﬂuLﬁ?ﬂqﬁﬂﬂﬂwﬂm‘%ﬂﬁﬁuEj‘{%ﬁmﬁm uAZTE 01T
windtn avdsgilonislirutadeld wsownsolduilfftesdienassefugilodningnis
58498

(3) Rl lunsuamsaann FUuLy dlown pommnnsaiazald uazumisiiuang
aanAsiiAumInzanfuieclousazatinifies mnzaniuingUseasdlunisld Aok
watiA Uszaunisnl nsAnm vtanstineusneesdly Inuianretwieianis Waeoresdon
ludnwusitlanunsoianadnlaliiud  uazenasBunadudndonnmanadu  (drawings)
UAT WAUNTH (drawings) iresdiaunstiaenadnfuliessavindeyadmudlinduldassoglu
ﬁ*ﬁﬁﬁﬁﬂumﬁﬂrmﬁﬁuﬂnaiﬂqmnﬁﬂnqﬁﬁﬁﬁ:ﬂﬂ?’;hiﬂﬂfrmﬁimﬂm

(4) 35n1571%a7u (Instructions for Use - IFU) asliifiaansniu viseeranuuutadmiu
winalefiflanu@een vitethunane  winansnsolfietesileliethelasadt  uasiivlyan
Ans v eeIaeandns i e iR usingns

(5) nsuamaaINmATTunsaafesdaeywienfurARAT

(6) muidnsfiasvideayTilEFunsTdluminssipmidemsasfieussnui
fauldvrailuaumeulunisuassasin

(7) nsMiAseanavitadudnend (symbols) Miluieniulusinarasdadtu andu
nedifithedeflitinamnudnlalustomntauenbiveenstlunsliiviodla  lunsdlid
witomune s iiuiidnla  kdmauuréld wuypraa Rl da0eney Wewreamnglmi 7
FuthunlieostiAnedunels

(8) dasnmsynsalunsusmaainfissinunafimnzauuarisianedmay

Ldiﬂ'l'hﬁdﬁ*li‘ﬂﬂﬂﬂﬂﬂ'lﬂ {Content of Labelling)

(n) Primary and Secondary Levels of Packaging

- '
teyaINaNTAnGS
.J L] B Sy [] o L -J a
nmMsuamaaInfistsyfeussussiBaad miAnfetreadrrewdniuT (et uaw
wie wuneaeinsAwd uasiite wuneweineans uasnide uley (website address) 1831871999

-k L o J =]
nanAun e lfirudismdenianatiauild
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s
tayanal (General)
nauamRaInAvFuETadTawninalianasifayasie Al
.J ] --l JI [ -J all ¥
(1) seazBuanfewed wiugfiReTuastoelis minlidasuliissyinglszasdlums
_ ' > & -
1597 {15 uazffiloonfielfiAresilenu uazeasuilionresussqiunifoy
n -J:J LT | [] -ll g
(2) $oivTneraillusiaiwmunuaeunu@s (batch codeflot number) (191 LM single-use
: - - _
disposable devices or reagents) vite nauNaelszdATeq (serial number) (1w UM electrically
R . - gy, i oy = e
powered medical devices) WeliausnUfiRnisldetramnzanlunsfiann waiboniu
d
WATBNAE
 alal ot . .
(3) §erivindaaunesiuiinedieann ¥ lFetrnlsends atstisadeauanddiuas
: . . . . . =i
\#9W (19 UL devices supplied sterile, single-use disposable devices or reagenis) uﬂ:ﬁﬂqﬂﬂ
al . ) - = , ; o
neafedldun anmeniafiuuasshelf life 1e9AFRIMALTA primary container auidgN12EN"S
L : L4 e J 1 [ -J
HuuazANAIRaeY working solutions dwiuiATesiauenwitiaaniingadinsdudiesaniun
=3 = J ] I i oy =
HAARINATINIMNIZANTRITUAATEINS éqmqﬂuﬁqmﬁmmmmwﬁnm WIBLRIMHNE TSN
”
WiFed
(4) Andeu Famasreds Sesin viedetinuld
o J - o= o & = -l 5
(s)ausTouznITIIUIRRATEI T eERA e wasnadtuRsa iinadssoun
i - a L o = 4 J
(6) ’iﬂmiuuumnmﬂﬁwuﬂnmmmﬁmﬁmﬂumﬁﬁ uazHvige Qeulanisiadeuti
= J L]
wardpNITHAAUTNE U 1
. - .
(7) MuazBuATeRingeinm Wiemaefeufiteussdanisieunasansa ey (du
] J‘ - T andl = | i
Migie NMrUsEneauTugeanIng NIMABLINEY NNSWTEN reagents WASMSR control materials
4RY)

-IJ iy J a ] e o
wewmg:  meszyanunndarsedisumduaziayafiindindumaden(lidudietdy) uas
nsdtelUiflisaiiunsuandmiunsugsiaain: simple operations consisting of removal of
dust, sifting or screening, sorting, classifying, matching (including the making up of sets of
articles), washing, painting, cutting up; changes of packing and breaking up and assembly of
consignments,; simple placing in bottles, flasks, bags, cases, boxes, fixing on cards or boards,
and all other simple packing operations; the affixing of marks, labels or other like distinguishing

signs on products or their packaging; etc.
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HaruANLAN
[ - = o =y uil I d‘r
nsudmaaIndmiiATeslaunmdustiia asiiioyasa Uil
.J ] -4 ] ] ]l el ] i
(1) mnudesiiefinssindefeidetdanarnssinide waAsUf AR e lunsiin
e gy % 5 = - i %’ o
ursqineigdsuanidens uasAresuneiinissindedn
i [ — e - n el [ J :I al [} : =
(2) mniasealialdfuntsssylaedrsandniusiinfigmjonnadia iafufoowiniui i
f¥onisTanusiu
- -4 i J i -
(@) minifluirsesdianfigajmuntlEfentmessm1epdiin (clinical investigation)¥ite
mside Wiliesdauannuniy
4 <5 -I-I ] -‘ = ] t’:
(4) winilwArasliahiigadanuiaie 1§ lunnsisawingu aanfieausns “research use
only”
J =4 4- i 4 -3 T ] ‘I.-:
(5) winihwAsaaiianfiqayaunaianisiiaus vse llunrasaminii aanfisuany

“for presentation or demonstration purposes only: not for use on humans”

. =l o s -

dvFuiAtesiowmeMiEns ¥ / enansilideysurifion aasszyiuiiean videukly
afa1gmeesTEn T Hanu uay munsasTLRNA AN

i . " =
Tenil¥auessuteneasBuan HuilE uasnitelan ussinlidmiihfinaanisunnd
v L o -J
asnagllitglaenmutedetiuld Avdeu uasliemsszdmbieslinouauls muaziBunncs
. o .

ArauAfuLszIAUANma U TAsIan TR AB

(1) ¥om23s:33 uazhite umsnmdenljuElumeng safsinsn/fnuulasanssous vite

o ] i, -J =l :- =] ]

mMaiubsUnATeATeIlE SR insAmiRase AuAMNIMLNTZAY

(2) wvgrannisunne viedagnisianmlailszneusondnliuasesdiadugou
T .
Weniuiuesesiie

] J e ik - i e
(3) farmunlaqineaiu special facilities Wian sausufives WispuaiRanIzre]
<4 ..1
6 14iATRaie UATMTE YARATNEY
w = - o me o o = " & -
(4) Fomzszitlanineadesiuntsindanresiie uazaitegunraidan (dwdn) daq
yl J B J 4 .4 i T

AunlGeanl¥iuerestle (19u LLAWET 1ida reagents) viFe arslailfiuinlinanuystivitednd

=l i o - -
s Mindrasinifan siiade
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- = Y = =N s & oA am, =
rayanziiaumsumgeussslainiussarsilasnumsudsnarasiafinviass
o o
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uansdrasdenaniudnuasfiindnlsrneuiugndeyanziiousifuerasdnine
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wudliflszneunmendmiies 1 ¢ uariifiuga 4 e son 17 rdu AailseasiBuaniumisiei
19 Tnsfistisuazdanlsznavasamsilesiunisudeinreslafindauamalumsed 20 uazandiu
= = e = -Fln-"
ugmalumsen 21 gussqladisnanimaalnenfalbuandlflumsef 22 uananilsell
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Mg 19 nedeudhfuegaussylafiafivssqmsilestumsudaiaveslafianiemsiaingu q

dfu | Tedsuaygm | wwneideu FangAn dautlsenay | dourlsznau | Blood bag system uaz dszind | vanewn
i FFuen Anticoagulant | Additive Fnaslafionesisiiy | Audn
1 e Al 2A 137/42 | Anticoagulant Citrate | CPD Solution | - Single 250, 350, 450, 500 | lygy Shelf life 3 1)
J— :h]ns.?hate Dextrose 35‘1, 49, 63,70 E'l ey To be used within 21
e 4t o m deuailll days after opening
(Uszinalny) S1nim the overpackage
2 Ui A 2A 138/42 | Anticoagulant Citrate | CPDA-1 - Single 250, 300, 350, 400, | ‘lny Shelf life 311
Phosphate Dextrose | Solution 450, 500 ml Sens
To be used within 21
Muermes Adenine Solution 35, 42, 49, 56, Double, Triple, Quadruple days a;'ter ﬂp:en;ng
(Wszimalng) 47n 63, 70 ml the overpackage
3 Ui Al 2A 285/43 | Anticoagulant Citrate | CPD SAGM Triple, Quadruple ny Shelf life 3 1]
Phosphate Dextrose | Solution Solution 250, 300, 350, 400, 450, :
) ! To be used within 21
Aues e} Solution/ Saline 32,49, 56,63, | 56,78,89, | 500ml s anpiaisi
. ays after opening
(Uszmang) d11m Adenine Glucose 70 ml 100, 110 ml
. the overpackage
Manitol Solution
4 Ui Aol 2A 7/54 (E) | Sepacell Integra C- CPD MAP Quadruple T Shelf life 31
1 MAP Solution Solution 200, 400 ml To be used within 21
RIERT TR 28, 56 ml 50, 95 ml ;
Uszmang) 477in days after opening
W the overpackage
5 v neglu 2C 136/40 | Teruflex CPDA-1 CPDA-1 - Single 350, 450 ml qitu Shelf life 2.5 7
. Solution Solution Double, Triple, Quadruple .
(Usznaing) d1rim 49. 63 ml ple, Quadrup After opening,

unused bags may be
stored for 15 days by
returning cover film
to original position
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. o = . . L™ =1 =] i 1
mand 19 nudsumvngassglafinfivssgmstlesiumsndeiveslafinviemaaiugu  (de)

d1hu | Tediveugw | wenuileu Hen1sAn dgoutlsnay | doudszneu | Blood bag systemuaz | sz | vanein
# AnFuE Anticoagulant | Additive Thnesladiaflazianniiy | Audn
6 L3 magly 2C 24/42 Teruflex Blood Bag | CPD Solution | AS-5(Optisol) | Triple, Quadruple fﬁl'l'l-l Shelf life 2.5 1)
e, System (CPD/AS-5 | Solution Solution 450 ml -
(szineing) 1 .':':--::!:'rutic:-r;I ) 63 mi 100 ml Afer opening,
unused bags may be
stored for 15 days by
returning cover film
to original position
7 1 neglu 2C 94/50 Imuflex Blood Bag | CPD Solution | AS-5(Optisol) | -Quadruple 450 mi rﬁt']u shelf life 2.5 1l
. System 63 mi Solution -Blood bag system with .
(Uszmalng) §7rim Y : i After opening,
100 ml integral whole blood
: e reduction filter unused bags may be
Eu'::_uqrt el "'“1 ' stored for 15 days by
(saving platelets) with .
diversion blood sampling feturning cover film
. to original position
arm CPD/optisol solution gnate
8 1734 wmagly 2C 23/54 Terumo Blood Bag | CPDA-1 - Single 350, 450 m| fulde Shelf life 2.5 1l
. CPDA-1 Solution Double, Triple, Quadruple
(Uszinalng) 37ria 2. 63 ml P 2 After opening,

! unused bags may be
stored for 15 days by
returning cover film
to original position

9 Ui negly 2C 20/54 Terumo Blood Bag | CPD AS-5{0ptisol) | Triple, Quadruple S Shelf life 2.5 1
CPD/SAGM-2 Solution Solution 350, 450 ml
3 ’ Use the
(Uszinalng) $in 29, 63 ml 80, 100 m| blood bags

as soon as possible
within 15 days after
opening the
aluminium foilpack
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MmN 19 naiisumivengaussylafiniivssgmsesnumsudeiveslainniemsiaingu q (Ae)
#du | Jediueygm | wmanzideu dannsin doutlseney | dourstney | Blood bagsystemuax | dszinA | vanewin
# #rFuen Anticoagulant | Additive PHnasiafinfazianziiy | Audn
10 Ui Buildied | 2C€9/35 CPD-Adenine 1 CPDA-1 - Single 350, 450 m| FanTuF shelf life 31
& oS ﬂ! sin Whole Blood Solution Double, Triple, Quadruple
et alonii (Human) Blood 49,63 ml
{717 Collection Pack
11 i ifuiug 2C 18/45 CPD Whole Blood CPD SAGM Triple, Quadruple fanlug shelf life 31
- S0t (Human) Blood Solution Solution 450 mi
FHIERSISERIE Collection Pack 63 ml 100 ml
KM (450ml) with SAGM
Solution
12 | yfdnuoea 2C50/52 | Alyx 2RBC-LR Kit ACD-A AS-1(Adsol) | -Apheresis sets: gainunin | USA Shelf life 21
: . Solution Solution . (packed in
(szmeing) $1m 500 i 500 mi TMACD-A, [9AS-1,0uuld, Puerto
Separation chamber, 98 | Rico)
nsadimdanang vay
-WHuenifiurBC2glinlaanns
Tuuen e liiueies Alyx
System
13 it muaea 2C 51/52 Alyx RBC/Plasma ACD-A AS-1 (Adsol) -Apheresis sets ¥i1u84 USA Shelf life 2 11
} . Kit Solution Solution - (packed in
(UszmetIny) $1m 500 ml 500 ml nuariudie 12 Puerto
-WuenifiuRBCuazplasma | Rico)
Tannsthiuen

a7




maai 19 nuiowdiiiungausslafiniussgmsilestumsudeiiveslafianiemsiaiuou q (de)
au | Fagfueayge | ieanadey Famsan doutlszneu | doudszney | Blood bag systemuaz | dszina WA
# AnFuen Anticoagulant | Additive Bainmsiadinfaviaziiy | fudn
14 U3tk muoes 2C 70/52 Amicus Apheresis Kit - | ACD-A - -Apheresis sets Y ue4 Puerto Shelf life 2 1]
) solution g Rico,
(szimang) Single Needle 1000 ml weariudia 12 USA and
41m AwFutiaszezmafiuinen | Dominican
inAnRamianRematan
uAEM L RBC e Wt
m'ém Amicus Separator
15 15 Wunes 2C 68/52 Anticoagulant Citrate | CPD solution AS-1 (Adsol) | Triple, Quadruple Puerto shelf life 2 TI*
Phosphate Dextrose | 63 ml Solution 350, 450 ml Rico,
(rzmelng) Solution, USP (CPD) 100 ml USA
MM Blood-Pack Unit,

Transfer Pack
Container with
Adsol Red Cell
PreservationSolution

*1. Unused units in open foil pouch may be kept to 60 days by folding and securing open end of foil pouch to prevent possible loss of moisture.

2. Direct handling of product surfaces prior to extended storage in the foil pouch, may result in mold growth.

3. Units removed from the foil pouch must be used within 4 days (96 hours). Units out of foil pouch for longer than 4 days must be discarded.
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-l'-; -} [T =y -l!; ar LT3 2 , J. 1
Msun 19 nubowiivmgaussglatiniussgmstlestumsnisiiveslafinnsemsiasusu q (de)
anu | dedfuayga | ieanzidley Famsm doutlszney | doudlszneu | Blood bag system usr | dszine HUEVRA
7 Fdum Anticoagulant | Additive USnnslafinfiazianziiu | Audin
16 L iunes 2C 69/52 Anticoagulant Citrate | CPDA-1 - Single, Double, Quadruple | Puerto Shelf life 2 T/*
T Phosphate Dextrose | solution 350, 450 ml Rico,
(Wszwatny) Adenine Solution 63 ml USA
i (CPDA-1)
17 i iWuaea 2C B/55 CPD/Adsol Quadruple | CPD solution AS-1 (Adsol) | Quadruple rjg:fqmﬁ Shelf life 2 g
S Irimaan 8 Cenlnt 63 ml solution 450 ml
(Uszmalng) lood Collection 100 mi
{711 System

*1. Unused units in open foil pouch may be kept to 60 days by folding and securing open end of foil pouch to prevent possible loss of moisture.
2. Direct handling of product surfaces prior to extended storage in the foil pouch, may result in mold growth.

3. Units removed from the foil pouch must be used within 4 days (96 hours). Units out of foil pouch for longer than 4 days must be discarded.
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M3efi 20 aIulszneuves Anticoagulant solutions Nlalugavssglatinnlasumziiisudiveuid

#19 CPD CPD CPDA-1 CPDA-1 CPDA-1 CPDA-1 | ACD-A
Kawasumi Terumo, Kawasumi Terumo Eminence Fenwal Fenwal
Eminence,
Fenwal
Sodium citrate (dihydrate) | 2:63 & 1.66g |263 |263¢g 1.2887g | 1660g |2630g |2.63g 1.66¢ 2.2¢g
hydrous
Citric acid (anhydrous ) 188 mg | 299 mg 299 mg 730 mg
Citric acid (monohydrate) 327 mg 327 mg 160 mg 206 mg 327 mg 206 mg
hydrous
Dextrose (monohydrate) lblg |2.55¢g 3.19g 201g 245¢g
Dextrose (anhydrous) 142g |183g 2.9000 g
Glucose, anhydrous 232¢g 290¢g
Monobasic sodium 140 mg | 222 mg 222 mg 140 mg
phosphate monohydrate
Monobasic sodium 251 mg 251 mg 123mg [ 140mg | 251mg
_ hydrous/ | dihydrate
phosphate (Sodium 158 mg
dihydrogen phosphate) dihydrate
dihydrate
Adenine 27.5 mg 13.5mg | 17.3mg 27.5 mg 27.5mg 17.3 mg
Water for injection to 100 ml 63 ml 100 ml | 100 ml 49 mi 63 mi loo ml 100 mi 63 ml 100 ml
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M3an 21 aulszneuves Additive or preservative solutions Hlalugeussqlatian lnsunsiioudisvewad

- SAGM MAP AS-5 (Optisol) SAGM AS-1 (Adsol)
Kawasumi | Kawasumi Terumo Eminence Fenwal

Sodium chloride 877 mg 797 mg 877 mg 877 mg 900 mg

Adenine 16.9 mg 14 mg 30 mg 16.9 mg 27 mg

Glucose 818 mg

Dexitrose (monohydrate) 721 mg 900 mg 900 mg 2.2g

Mannitol 525 mg 1457 mg 525 mg 525 mg 750 mg

Monobasic sodium phosphate 94 mg

Sodium citrate 150 mg

Citric acid 20 mg

Water for injection to 100 ml 100 ml 100 ml 100 ml 100 ml
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mani 22 gaussglafiaiihientlestumsndaiiveslafin indalasguauimslatiaurand amnmiaing

M HauAniumn fautlsznay Anticoagulant Blood bag system uas UNIEVR
§ Banslafinfasianziiu
1 | Citrate Phosphate CPD solution (49 ml, 63 ml) Single, Double, Triple, - Shelf life 13

E;?;Tuﬂjim Citric ta;r:icllj 146.51 mg | 188.37 mg ?;:}d;;gl;[ - qa'ﬁl”uuﬂmfimﬂnuﬁqq:ﬁﬂ41’in’1u11¢ 1
I:ST::I!.il:m ?:itite 12887 mg | 16569 me Lﬁtﬂu il Livualditlngeliiatin gedulu
(dihydrate) Wedlnuéy sxfiedllinnely 10 7
z:'i":n'i“h 108.78 mg | 139.86 mg - ugeussyladisfigrumniities (15-30°C)
ohosphate s lignuasunmitensiaiou
(monohydrate) - vhendlensulafinuinfuimefignungi
Cwtroce | 12495 mg | L5085 m 16" C fuladolh 21 o
Water for 49 m 63 ml - qasvia S 3224 Wiy platelets figruvn
Injection to 20-24° C 14 5 4

Citrate Phosphate | CPD solution (49 ml, 63 ml) daulszneuwilew | Single, Double, Triple, -mfleundnnetle 1

Dextrose Solution . Quadruple N . ,

(CPD Solution) nAnnuaflie 1 350, 450 ml -ingUnsnd sample diversion pouch

dwiuruqiain

atanangaiu

Fnetinalaiin

(sample diversion

pouch}
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manei 22 qaussglaiaiihhetlestumsudeiavesiafin findalasguduinislafiauiand amnnalng @e)
AR JauRndoum #7ullsenau Anticoagulant Blood bag system uas WHHNR
f nasTafinfazianziiy
3 | Citrate Phosphate CPDA-1 solution (49 ml, 63 ml) Single, Double, Triple, - Shelf life 111
Dextrose Adenine | Citric acid 146.51 mg | 188.37 mg | Quadruple x d_a g
Solution (CPD A1 | (anhydrous) 350, 450 m - qqi'uuﬁnmmﬂnuﬁ*ﬁuﬁmlﬁmul:i 1
Solution) Sodium citrate 1,288.7 mg | 1,656.9 mg weu il livue iitlagaldiaiin gedulu
(dihydrate) Hodlauk axdiadiinely 10 5u
Monobasic 108.78 mg | 139.86 mg S K
sodium - dugeusrylafiniguuniiiies (15-30°C)
phosphate sthliignuasuamidemnibeu
(monohydrate) y o4 . 4 .
Dextrose 1,563.1mg | 2,009.7 mg - endeuanlainuiuivinenfgumgi
(monohydrate) 1-6" C uiulaitnli 35 4u
Adenine 13.475 17.325mg . -
Water for B i - qesvin S 3224 Wiy platelets fignugd
injection to 20-24° 5 du
4 | CPDA-1 Solution CPDA-1 solution (49 ml, 63 ml) &muuszney Single, Double, Triple, -wiloun@niue 3 uaningufiy
iy . ] - R = d I I 5
wiloudie 3 unstfin vhunwileusindontio 3 Quadruple Fratinalatin(sample diversion pouch)
S 350, 450 m!
nufiudeteiaiin
5 | CPDA-1 Solution CPDA-1 solution (63 ml) #autlsznauimiiay Double, Triple, Quadruple

wileudie 3 uazify
gansaddlnlaiing
Auguiudnatn

Tafim

wanueTie 3

450 ml

-wilousdniaie 3 usnfuganseada
Ia#inua (whole blood filter) riu gaifiu
Faetalalim (sample diversion pouch)

103




104

- W - T
519 23 628819 Caution NszyUUAMINUBZBNNSMAUENVUNZITEUT)

Product Owners CAUTION aaa nta4 Bags CAUTION aa n1a4 Overpackage
Kawasumi, Japan | Primary bag - STERILE, PYROGEN-FREE

- STERILE, PYROGEN-FREE - Unused bags in opened pouches may
ot 158 agll | - See instructions for use be kept 21 days by folding and SECURING
augs el - Do not reuse. Do not vent. Do not open end of pouch to prevent possible

(Uszmalng) S

dhaljedn

use in case of any visible sign of
haemolysis or deterioration.

- Mix blood and anticoagulant at
several times during collection,

- Do not add any medicine.

- Crossmatch before transfusion
- Infusion set must have a filter
-Tobestoredat4’C+2° C
Transfer bag

- STERILE, PYROGEN-FREE

- See instructions for use

- Do not reuse. Do not vent.
When frozen, store in appropriate

container and avoid physical shocks.

- Store the blood component at the
specified temperature

- Infusion set must have a filter
Transfer bag for platelet storage

- STERILE, PYROGEN-FREE

- See instructions for use

- Do not reuse. Do not vent.

- Platelet to be stored at 22°C +2° C
- Infusion set must have a filter

loss of moisture.,
- Store at room temperature 1°C-30° C

- STERILE, PYROGEN-FREE

- See instructions for use

- Do not reuse. Do not vent.

- Do not use in case of any visible sign of
haemolysis or deterioration.

- When frozen, store in appropriate
container and avoid physical shocks.

- To be stored at room temperature

- To be used within 21 days after opening
the overpackage.

- Store the blood component at the
specified temperature

] oL Tt T -y Ppp—
anfusilrAsnde uszansininey

(ALABY)

- i ithreadlaniln vt 4age, ieudares diufnwlusoud Ailguumgll 1-30° € adufuluaouiigumni

Soudn e

- WlAneu 21 7w wassnidlates

. athWirtesileqailtinfenflaglugeu

a ol i -l: -I < - 1." - [ l:r
- luszwinvimafiusnzides Tlsautingmans 4 aF e liiBeauauinihmelugeetiaio

- fugiussqdeaudnlui 7 Hgnuniiszuina 4°C£2° C

- meoarfuideaneuiiasiinishedea ol
- darfUdesvestifulinseiunf  Resiides]

- fiunanenelisachufesetadngia

- HEWINNFELRenA 'iﬂim-nthlﬁﬁﬁnnauﬁ'uﬁthqﬁuﬁq, LI BT LR winanges
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M3190 23 @288 Caution iszyuuamNUAzIenmMIMNVNVUNzITeN]) (A0)

Product Owners CAUTION aan194 Bags CAUTION @& 0183 Overpackage
Terumo Primary bag - STERILE, NON-PYROGENIC FLUID PATH
Corporation, - DO NOT VENT - DO NOT USE UNLESS ANTICOAGULANT
Japan - Sterile, non-pyrogenic fluid path IS CLEAR.

Toe 13 meg Ty
(Uszmalng) 47rin
Whuthingn

- Do not use unless the anticoagulant
is clear
- Store blood within a 2° range
between 1" and 6" C
- Cross-match before transfusion.
- Identify recipient as partner to cross-
match
- Do not add medication to this blood.
- Mix blood thoroughly immediately
before use and do not warm before
administration.
- Infusion set must have a filter.
- See circular for dosage information/
Primary bag
- DO NOT VENT
- For single use only. Sterile and non-
pyrogenic fluid path
- Do not use unless the solution is clear
- Read the instructions carefully
before use. Do not add medication
- Mix blood thoroughly immediately
before use. Store blood at4°C+2° C
- Cross-match before transfusion.
- Identify recipient as partner to cross-
match. Infusion set must have a filter.
Transfer bag
- STERILE, NON-PYROGENIC FLUID
PATH
-DO NOT VENT
Transfer bag for platelet storage
- STERILE, NON-PYROGENIC FLUID
- DO NOT VENT
- Store platelets 5 days at 20-24" C

- Store at room temperature.

- Avoid Storage at excessive heat.

- After opening, unused bags may be
stored for 15 days by returning cover
film to original position.

CAUTION: Federal (U.S.A.) law prohibits

dispensing without prescription.

-Do not use unless the solution(s) is(are)
clear.

-Do not use if the packaging or product
has been damaged or soiled.

- Store at room temperature,

- Use the blood bags as soon as
possible, within 15 days after opening
the blister tray

Recommended Storage: Room
temperature (25 "C/77 "F). Avoid
excessive heat. Protect from freezing.
CAUTION: The law prohibits dispensing
without prescription.

- After opening, unused bags may be
stored for 15 days by returning cover
film to original position and sealing

with tape to prevent possible loss of

moisture.

-See instructions for blood collection.

Transfer bag for platelet storage

- For single use only. Sterile and non-
pyrogenic fluid path.

- Sterilized by steam

- Store platelets up to 5 days at 2242° C

wenasinuen (3 Huasierrsedy)

- ponfuieniflgomnfiszwing 1-6° €, Funnuenla 4 acudesfiiy

- Vinguidaslidriudon inessamiufineuld uazlinssiinmsdradeslaelseanasou

- Winmalffesafanvedliussdfu doudredenuamitenu (Rh Type positive or negative) nianriuma4

wiiRanvasdi ¥ (ABO blood group of donor), AmaiResuafiiu (ABO blood group of recipient)

.J il [ ol - |-I = -
- wWimsdlemstinoden sxfssdrealledmFunsesion

- Isamsrsamunaseenriauld phertlesiunsuiaiandon 63 31 Wdwiunauden 45037)
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M319N 23 728814 Caution Nszyvuamnuazienmsmiumnvunzioul’ (@e)

Product Owners CAUTION asa nua4 Bags CAUTION aanta4q Overpackage
Fenwal, USA Primary bag - Rx Only
- Store blood between 1and 6” C - See instructions for use
Treiien wuans - Sterile, non-pyrogenic fluid path. - Sterile, non-pyrogenic fluid path. Steam
4 - Steam sterilized. sterilized.
(szwnalng) i | Do not use if there is any visible - Single use only. Do not vent.
dhafjngn evidence of deterioration. - Do not use if there is any visible

-Do not vent. Single use only.

- Dispose of container appropriately.

- Do not use unless solution is clear.

- See instructions for use for additional
product and country specific
information.

-See circular of information for
indications, contraindications,
cautions and methods of infusion.

-VOLUNTEER DONOR

- This product may transmit infectious

agents. Rx only. PROPERLY IDENTIFY
INTENDED RECIPIENT

Transfer bag for RBC storage

-Intended for storage of RBC products,
prepared from 450 ml CPD whole
blood or blood components.

- Store between 1- 6" C

- For the collection, processing and/or
storage of blood or blood
components.

-5ingle use only. Sterile, non-pyrogenic
fluid path.Steam sterilized.

- Dispose of container appropriately

- See instructions for use for additional

product and country specific
information.

-See circular of information for
indications, contraindications,
cautions and methods of infusion.

=VOLUNTEER DONOR
- This product may transmit infectious
agents. Rx only. PROPERLY IDENTIFY
INTENDED RECIPIENT

Transfer bag for platelet storage

- Store platelet 3 days at 20-24°C

- 1 7 iueaideartu Transfer bag for
RBC storage

evidence of deterioration.

- Dispose of container appropriately.

- Store at controlled room temperature
(refer to direction insert)

-Unused units in open foil pouch may be
kept to 60 days by folding and securing
open end of foil pouch to prevent
possible loss of moisture.

-Direct handling of product surfaces prior
to extended storage in the foil pouch,
may result in mold growth.

-Units removed from the foil pouch must
be used within 4 days (96 hours). Units
out of foil pouch for longer than 4 days
must be discarded.
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39N 23 M98 Caution NszyuuamnLazenmsMnueIvuNzlonl] (de)

Product Owners
Fenwal, USA

Tresem iuaes
(Uszinalne) 91
ihutindin

l@nasnINuen (Taresseds)

- LW wanwudmben tugeitd

- apfaussmnteuiindediBapswuesnifatuguesnamanUioRlunasany
Huiden neagliwilvinenasrifanfiisoasfoadhasudeiuiumnoend
LARNGNREA

- whastqudesluszwinaenaiuden wesstmdmnaniuiesuss Welidan
wazfninefudenufaimlinaudnig

- thadea lUifiulugomnfiszwing 1 T 6°C

~thdenilhNFurumiilugosbifiu 35 4 ndsnisnzdiu wnazint e
UfiRanatmslidnalszneuifeamunnnsgiusing
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1. UsziAudrony * anuAndiudanisanssAunsaLANgIussalaingliagadan an
wisaaflaunndvialy Thuedasfiaunniiifnesaluaygin ©

- nguidiudon (1 :7) Winenad Dudsfiddurulsesdouifusing

- nguithiviudion (4 910) Wiveadn Lifiprsdnunscbifiien seduasnandodlisg
A niFtesilauwmeiialuigu biood donor set, blood administration set usifinlszing ASEAN w7
wuRealffTRmilauiu Ae Aesiuenais CSDT tiimiiEuAUfRA

- 198 tﬂuﬂﬁi’ﬁtﬂﬂtﬁ?ﬂﬁﬂﬂuﬂﬂﬁiﬂqmumHs‘gﬂu iU ISO 13485 uaruan.1298 fine

s lredFurtiguasdn 1 ewivdiacsuannisrruAiiiudsEniAnsEnsas Bnatiusieamin

[- . o=y i= ¥ - J il
2. dszAuArona * AnuAaRiusanisasuangIussalaianussatienilesiunis
& ar - ¥ § - = oy
uisirrasdenviatiensieg anen luirsesfiaunninaesreluaygin ”

- dovlugjiiuken (5 #10) uimasiovuasnasnisluntsseaynAliasBasawssiidounan
_ , . oler o
184 anticoagulant solution, Wiudtmszaassiiaiu EU Rdathurtesiiaunne

1 & [ - 4 [ -] e oy
Livfiuding 1 98 mzinsvinnsdmihuAzasiiaunmdasinliiszAunisacuaunisu@n
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WAZATLIANADN WHAR U ARG
. e m '
1 maviudinarsdniihuAsesfiounndnAruANMATEIM 11U ISO 13485 untien. 1298 fi
: g,
unasnams iz laegidanigy

3. sziAuAI0T “ANNAAIUMINAINUANENITHNITR M TUAZENIINUANIATSIU
peussladin AIHHIATI Y ISO 3826-1:2003 (24 Plastics collapsible containers for human
blood and blood components Part 1: Conventional containers “'iﬂmnspu Han. 1298-255X
Gas  muuzwasAnlsiranidedmiuusssladinuazdiulstneusasiadin  (Sterile
Plastic Containers for Human Blood and Blood Components)

Hedmiiudan uﬁuﬂﬂﬂﬂﬁUﬂi‘lﬁﬁ-ﬂﬂﬂmﬁﬁ:ﬁ'ﬂﬂ’hﬂHi‘jﬁuﬁ’mﬂitﬂﬁﬁﬁ"-ﬁfﬂédﬂnﬁﬂ
dimeaau narinsaate ussinusiiiadu dudy, vwresmersy uamnRzgIL 1ISO 3826-
1:2003 uazuen. lusauganataAniiAs 1Bu Qi platelets

ﬁﬁmﬁmﬁuﬁqmﬁﬂﬂﬂnn'_Jumnirjﬂuﬂ’mﬂ Tngunanedivinpon@enunasguiuses
atinalonehanihilnglinaspupuistesiiowmiinumnasgiusanuneuazilszniald  vived
maudanmasgnadeinssznaliaiusrgaielfitiindnntureuklagfouuesiiunn
PrHzIa TN WS L.I.ﬂ:ﬁ'm"!ﬂlﬂﬂﬂu1ﬂﬂﬁ’:ﬂﬂﬂﬂuﬁﬁﬁ‘j1uuﬂﬁﬁhqﬁuﬂzﬁﬂﬂﬁﬁﬂtjﬂﬂh, LNNFIEY
herdenernnmgundelidrdguini,  meudiuiesliimmasnientiaoy

- -
wnsgurlinlaglianiila
4. dsziudrona * AnuAaliudensiudrsayyIRNAR NLATEITaUNNEILISEY
Tadinlagamvinianaisnin ACSDT (ASEAN Common Submission Dossier Template) ”

- doulvauiudon widiuinAasdmeusunauiauenatsniu ACSDT masiluieslmiuas
quusslafindlusdadosmildnrasamengy § 1 :efaaieys knowhow Tfluarmdy uaxdl
2 melinsuseasinm ACSDT atliarunsaliinaniin
5. Uszidudinu * AnuAniudenistiudrausznseenluaygiardnviatida
ninﬁmiuﬁﬂqﬁﬂumq«usﬁTﬂﬁn'luﬁ'nHm:min (Group/Family) WREIMUIIAIS

wiianduadils enfredrmuslfinlusmalszing (mniideya) *

I'l'?l?'.'f.:.'l iﬂﬂ_ﬁ AVIAINIFATIAENAIIHATIUN

- wiuson frflaouadneagaiulunguintinasinlé unasmeaus i grouping mINEIMNIUG
uazﬁﬁm{’luﬂﬂuﬁﬂmﬂnﬂuuﬁﬂzgmupﬁﬂiznﬂumsﬁﬁﬂﬁﬂnspecﬁtﬂuﬁ'ﬂuﬂu group SANAAAL
Famandiu code/spec ﬁi’uﬁﬂuﬂ?ﬂﬂﬁwﬂiznﬂumnﬂqﬂu group Tunsdiifio code v Fa spec

i w i = = i ol o
redaulszneauliladudeulind code Munuirtiunagaunia linssfinsdivanayginlm
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- UNEARBTIATeRN luayy R uenEENg iﬁﬂ;ﬂ‘lﬂﬁ'Hﬁﬂu‘nﬁﬁﬁﬁﬂ{1ﬂﬂﬂﬂ#ﬁ‘uﬂ"l?
wisfnravdemviiedngUssasAlunsl¥ i gaaeeansin Apheresis kits TaelszimaBaalufasin
szl :ﬁﬁmﬁﬂﬂnﬁnﬁm-ﬁﬂ Runtinaiu Apheresis kits

- UMWY Lﬂuﬂfiﬂmrﬂumﬂf;ﬂﬁﬁﬂqmmﬂmq ussnsanAusdRinusivnfayun

& o - - | & a e - - o
6. UTEIAUAIOTH “ ATHNAALAULTEITENTWUASLEAIN WEELENFISAINUIATRINBWNNE
A99HLUINIeadals *

- AsdlileN1e9 overpackage,

- MIUAMITIERZIILARAINLLGY 81907 18N InT1Z package TWIALEN ansliuansd
overpackage wnulé

- maulanmngerainlfidialeiin aoslidmmEEadulFeomyatudadnla Ui
non-pyrogen, Do not vent

- biswnsodlaussqsfost iedivienaauly inner package 1 poslfiiisiu outer
package Y78 @N&TATLILNY

- pasieesnidfind inner package :'Jnﬂﬂ*an#uﬂnmﬁﬁnﬂﬁamauﬂﬁ exchange gas
oxygen WAL carbon dioxide

- A7UAMI legal manufacturer MNEANBINSITLTENUN Y50 owner AfesfuiiaTaUATLNI
uazAINUaes BT INRRAA U uﬂnqﬂﬂﬂﬂwau‘iﬁ-‘wlﬁmmmmzumﬁmﬁ maznaluntaus
overpackage #1n17 sterile 31ANEHAR (LuLISAUTTINITUAAYTeIMWetuda)

- WiwdndssdminasinuazienansiaiuligniissnewitesnuevisedanaugnAn usivne
Sdinfisunsaseudilifesdanieanuasanansinfullignéies
7. dsziAudrana * winilaqifu Blood Bag Mranvisauilidan PVC fuaniiulouns
wWaswlNsianduviels -

Aeunniednsld PVC 718l DEHP uszdilithultunel¥danau varelinomdiuionis
WAl non DEHP mazdilsilamuBusmiasssgiaitediuny uazdmau supplier Baan
e tia competitive $1A1 uaxiinuidinold PvC Miflu DEHP free aEjuda
8. UsziAudana * anuAaiulun1sALAN Apheresis sets @431 Blood bags LT
asdlszneuniiefu  masusnmemouauifludlsznansenasmssugrdnatiusemn
INN9AUAN Blood bags wialal atals

. niiuﬁnﬁw:hmmun (3771) mznsauseiu lu Apheresis sets  fivane function
Wi donation ua¥ therapeutic uwazsefufiinviseliuiannnaenna vite Apheresis HR1TREATE

NAUNY 817 anticoagulant uaxtigauLsznevrsaRaanduAugilon
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9. dsziAudn Gulsznaumsiinsiasananunianatials winfdsznianszngas
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Additive solution means a solution specifically formulated to maintain beneficial
properties of cellular components during storage.

Apheresis means a method of obtaining one or more blood components by machhine
processing of whole blood in which the residual components of the blood are returned to the
danor during or at the end of the process.

Apheresis means A blood collection process in which some part of the donation is
returned to the donor.

Blood means whole human blood collected from a donor and processed either for
transfusion or for further manufacturing.

Blood collection system Individual assemblies for the collection of whole blood,
complete with any associated filters, ports, transfer tubes and associated transfer packs and
where applicable, tube and needle for collecting blood, needle-stick protection device and pre-
donation sampling device..

Blood component means a therapeutic constituent of human blood (red cells, white
cells, platelets and plasma) that can be prepared by various methods.

Buffy coat means a blood component prepared by centrifugation of a unit of whole
blood, and which contains a considerable proportion of the leucocytes and platelets.

Container The primary blood collecting pack or pack attached to an apheresis harness
where appropriate.

Cryoprecipitate means a plasma component prepared from plasma, fresh-frozen, by
freeze-thaw precipitation of proteins and subsequent concentration and re-suspension of the
precipitated proteins in a small volume of plasma.

Cryopreservation means prolongation of the storage life of blood components by
freezing.

Granulocytes, apheresis means a concentrated suspension of granulocytes obtained

by apheresis.
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Plasma means the liquid portion of the blood in which the cells are suspended. Plasma
may be separated from the cellular portion of a whole blood collection for therapeutic use as
fresh-frozen plasma or further processed to cryoprecipitate and cryoprecipitate-depleted
plasma for transfusion. It may be used for the manufacture of medicinal products derived from
human blood and human plasma or used in the preparation of pooled platelets, or pooled,
leucocyte-depleted platelets. It may also be used for resuspension of red cell preparations for
exchange transfusion or perinatal transfusion.

Plasma, cryoprecipitate-depleted for transfusion means a plasma component prepared
from a unit of plasma, fresh-frozen. It comprises the residual portion after the cryoprecipitate
has been removed.

Flasma, fresh-frozen means the supematant plasma separated from a whole blood
donation or plasma collected by apheresis, frozen and stored.,

Platelets, apheresis means a concentrated suspension of blood platelets obtained by
apheresis.

Platelets, apheresis, leucocyte-depleted means a concentrated suspension of blood
platelets, obtained by apheresis, and from which leucocytes are removed.

Platelets, recovered, pooled means a concentrated suspension of blood platelets,
obtained by processing of whole blood units and pooling the platelets from the units during or
after separation.

Platelets, recovered, pooled, leucocyte-depleted means a concentrated suspension of
blood platelets, obtained by processing of whole blood units and pooling the platelets from the
units during or after separation, and from which leucocytes are removed.

Platelets, recovered, single unit means a concentrated suspension of blood platelets,
obtained by processing of a single unit of whole blood.

Platelets, recovered, single unit, leucocyte-depleted means a concentrated suspension
of blood platelets, obtained by processing of a single whole blood unit from which leucocytes
are removed.

Red cells means the red cells from a single whole blood donation, with a large
propartion of the plasma from the donation removed.

Red cells, apheresis means the red cells from an apheresis red cell donation.
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Red cells, buffy coat removed means the red cells from a single whole blood donation,
with a large proportion of the plasma from the donation removed. The buffy coat, containing a
large proportion of the platelets and leucocytes in the donated unit, is removed.

Red cells, buffy coat removed, in additive solution means the red cells from a single
whole blood donation, with a large proportion of the plasma from the donation removed. The
buffy coat, containing a large proportion of the platelets and leucocytes in the donated unit, is
removed, A nutrient or preservative solution is added.

Red cells in additive solution means the red cells from a single whole blood donation,
with a large proportion of the plasma from the donation removed. A nutrient or preservative
solution is added.

Red cells, leucocyte-depleted means the red cells from a single whole blood donation,
with a large proportion of the plasma from the donation removed, and from which leucocytes
are removed.

Red cells, leucocyte-depleted, in additive solution means the red cells from a single
whole blood donation, with a large proportion of the plasma from the donation removed, and
from which leucocytes are removed. A nutrient or preservative solution is added.

Serious adverse event means any untoward occurrence associated with the collection,
testing, processing, storage and distribution, of blood or blooed components that might lead to
death or life-threatening, disabling or incapacitating conditions for patients or which results in,
or prolongs, hospitalization or morbidity.

Serious adverse reaction means an unintended response in a donor or in a patient
associated with the collection or transfusion of blood or blood components that is fatal, life-
threatening, disabling, or which results in or prolongs hospitalization or morbidity.

Shelf life. The period between the date of sterilisation of the container and the date after
which the container should not be used for the collection of blood.

Tamper evident: A package [or device] which has an indication or barrier to entry or
opening which if breached or missing, can reasonably be expected to provide visible evidence

fo consumers that tampering has occurred.
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Traceability means the ability to trace each individual unit of blood or blood component
derived thereof from the donor to its final destination, whether this is a recipient, a manufacturer
of medicinal products or disposal, and vice wversa (Commission Directives on
haemovigilanceftraceability).

Washed means a process of removing plasma or storage medium from cellular
products by centrifugation, decanting of the supernatant liquid from the cells and addition of an
isotonic suspension fluid, which in turn is generally removed and replaced following further
centrifugation of the suspension. The centrifugation, decanting, replacing process may be
repeated several times.

Whole blood means a single blood donation.
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AN11E13984 Integrated Solutions A9 7

1.

Anticoagulant Solutions

The mode of action of anticoagulant solutions is to bind calcium thus preventing the clotting
cascade and keeping the blood freely circulating in the extracorporeal set. The binding of calcium
modifies the chemical composition of the blood which is intended for infusion. This is only
applicable to those anticoagulants where there is a claim associated with blood collection and
blood processing.

Red Blood Cell Additive Solutions

These solutions are intended to maintain the pH and glucose levels of the Red Blood Cells (RBCs)

and reduce lysis thereby preventing their degradation up to 42 days in refrigerated storage. It
maintains the chemical composition of RBCs intended for infusion.

Platelet Additive Solutions

These solutions modify the chemical composition of the blood by acting as a plasma extender. The
additive solution is intended to maintain the pH and glucose levels of the platelets and provide a
medium to allow platelet storage for 5-7 days (depending on local regulations). It maintains the
chemical composition of platelets intended for infusion.

Washing Solutions

The washing solutions are intended to reduce the amount of substances in blood components
regarded as harmful for the patients’ health (e.g. cold agglutinin antibodies, cytokines, freezing
agents, etc.)

Freezing Solutions

The freezing solutions are intended to prevent storage lesions to blood cells during the freezing
process and deep freezing storage. The freezing of blood components is intended to build up a
stock of blood products with special properties like rare blood groups, etc. They contain glycerol or
other chemicals that replace water and thereby modify the chemical composition of blood.
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