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(en) AMICUS Apheresis Kit - Single Needle

For Extended Platelet Storage with Plasma and Red Blood Cell Collection.

For Use with the AMICUS Separator.

Product should be visually inspected prior to use.

Store at Controlled Room Temperature. Protect from freezing. Avoid excessive
heat.

Definition of “Controlled Room Temperature”:

“A temperature maintained thermostatically that encompasses the usual and
customary working environment of 20° to 25°C (68° to 77°F); that results in a
mean kinetic temperature calculated to be not more than 25°C; and that allows
for excursions between 15°C and 30°C (59° and 86°F) that are experienced in
pharmacies, hospitals, and warehouses. Provided the mean kinetic temperature
remains in the allowed range, transient spikes up to 40°C are permitted as long
as they do not exceed 24 hours ... The mean kinetic temperature is a calculated
value that may be used as an isothermal storage temperature that simulates the
non isothermal effects of storage temperature variations.”

Reference: United States Pharmacopeia, General Notices. United States
Pharmacopeial Convention, Inc. 12601 Twinbrook Parkway, Rockville, MD.

Description:
This apheresis kit consists of:

) 1000 mL 0.9% Sodium Chloride Injection, USP (saline)
1) 1000 mL Anticoagulant Citrate Dextrose Solution, USP, Formula A (ACD-A)
2) 1000 mL plastic platelet storage containers
1) 800 mL plastic plasma storage container
1) 600 mL plastic red blood cell container
1) 17 gauge needle

Indications and Usage:
This kit is designed for use with the AMICUS separator for the collection of
plasma, red blood cells, and leukoreduced platelets.

Platelet concentrate may be stored in the platelet storage container(s) as
follows:

e For up to 5 days at 20°C to 24°C with continuous gentle agitation.

Each container can store up to a maximum of 4.7 x 10" platelets in the
appropriate plasma volume. Refer to the Operator’s Manual for minimum
plasma storage volumes.

Best results will be achieved by measuring the donor’s platelet count
immediately prior to collection and entering this value into the Estimator.

The minimum post-procedure platelet count should be greater than or equal to
100,000/pL.

We recommend not processing more than 5500 mL of whole blood for a single
platelet product, 7000 mL of whole blood for a double platelet product, or
8000 mL of whole blood for a triple platelet product.

Plasma and red blood cells must be handled (freezing, storage conditions,
labeling, etc.) according to the applicable procedures and regulations. Red blood
cells must further be processed using a cleared AMICUS red blood cell set. Red
blood cells should be stored in an appropriate storage solution and container.

Total plasma collected should not exceed 600 mL.

Plasma collected for use as fresh frozen plasma must be processed and frozen
within 8 hours of successful venipuncture.

Contraindication:
Use of the AMICUS separator is contraindicated in those cases where adequate
anticoagulation cannot be achieved.

Refer to the AMICUS Operator’s Manual for a complete listing of
contraindications, adverse effects, warnings and cautions.

Precautions:

1.

10.

Procedures involving extracorporeal circulation are associated with the
risks of blood loss, hemolysis, air embolism, and/or blood clotting. To
minimize these risks, do not deviate from the procedures described in the
Operator’s Manual.

To protect system integrity, do not prime the inlet/return line until
immediately before venipuncture.

The separator should be operated only by a qualified healthcare
professional who has been trained in the operation of this instrument.

Failure to follow instructions prior to venipuncture may result in dilution of
whole blood sample.

The donor should meet appropriate regulatory requirements for the
intended procedure and be in good health on the day of the donation.

Donors with low platelet counts may provide less than expected product
yield and may have less than the usual post-donation platelet count. The
platelet count of the donor should be taken into consideration when
performing any platelet apheresis procedure. Because of increased platelet
collection efficiency of the AMICUS separator, it may be necessary to
reduce the volume of whole blood processed, compared to other blood cell
separators, to avoid unacceptable low post-donation platelet counts.

Modification of the closed system or replacement of the needle under open
system conditions negates any claims to a closed system, unless approved
sterile connection methods are employed. If closed system conditions have
been maintained, the platelet product may be stored for up to 5 days.

If open system collection conditions have occurred, platelets must be
stored no longer than 24 hours. Any loss of sterile closure following
collection results in a platelet product which must be stored no longer than
4 hours.

If the INTERLINK injection site on the inlet/return line is used, the closed
system has been opened and platelets must be stored no longer than
24 hours.

The use of a sterile connecting device to modify the configuration of
the apheresis kit should be done using an operating procedure that is
consistent with applicable regulatory guidelines and the manufacturer’s
directions for use.

Refer to the Operator’s Manual for conditions when platelet products
should be counted for residual white blood cells.
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Adverse Effects: .
Tare Weights:
Adverse donor reactions, identical to those seen with routine blood collection Below aregthe approximate tare weights of the platelet container and
Em(;isgrrﬁi?ét?;?\y gﬁgur{énrgtiﬁa:r}glrlﬁsti(;gzy]tﬁid;?giis,hlzzagga)nn%‘ Vogllr:g]og’al associated kit components. Refer to the appropriate illustration for the tare
yper ’ ) p Y. Syncop weights for platelet product calculations.
reactions due to hypovolemia may occur. A imat
pproximate
Reactions unique to apheresis collection procedures may also occur. Allergic Weights
symptoms including skin redness, itching, hives, etc., may be seen. Cooling of (grams)
saline or donor blood may be sufficient to induce chills. Infusion of Two () platelet stor tainer 77
anticoagulants containing citrate may lead to donor symptoms of moderate witﬁ- platelet storage containers
hypocalcemia due to chelation of calcium by unmetabolized citrate. Such donor Tw ’ (2) sampl h mbli
reactions are usually manifested by a “tingling” feeling, often around the mouth Two ? ‘:‘a" Eel prcr)]uc ?:135 bin €s,
or fingers. Other manifestations may include muscle discomfort, muscle Ono ) Y? Jenctia npsn?j ubings,
twitching or spasms, and/or the presence of an unusual taste in the mouth. One 1) 41 g Cmot ’b?n
Return of the donor’s blood should be temporarily slowed by reducing the citrate € ¥ ¢ tubing .
infusion rate (CIR) or the procedure may be halted if symptoms occur. Two (2) platelet storage containers 73
with:
Symptoms of severe hypocalcemia rarely seen in donors undergoing Two (2) sample pouch assemblies
leukapheresis include tetany, seizure, cardiac arrhythmia, and death. Two (2) roller clamps and tubings,’
Complications such as blood loss, hemolysis, air embolism, and/or blood and
clotting, may be associated with improper operating conditions. One (1) Y-Junction
This container is of PVC material that used di-(2-ethylhexyl) phthalate (DEHP) as One (1) platelet storage container 37
plasticizer, where DEHP is reported to affect the development of male sexual with:
organs and sperm formation in young animal tests. Although infinitesimal One (1) sample pouch assembly,
amount of DEHP may be eluted in such PVC containers, there is very little or no One (1) roller clamp and tubing,
risk from exposure to DEHP. Hence, as the risk that may appear from not using and .
this medical device is much larger than the risk concerned due to DEHP, there One (1) Y-Junction
is no need to avoid using it. One (1) platelet storage container 31
Directions for Use: with:
Refer to Operator’s Manual for the AMICUS separator for the installation One (1) sample pouch assembly
procedure and complete instructions for use and plasma volumes for platelet
storage. One (1) platelet storage container 27
Dispose of waste in appropriate biohazard container or according to local
regulatory requirements.
Symbols with Definitions: Plastic tubing . 0.12 gfem
Caution, consult instructions for use Expiration date One (1) plasma storage container 39
(800 mL)
= Sterilized by a combination of steam
STERLETIRY 14 radiation. Sterile fluid path. Manufacturer :
o Manufacturing facility / One (1) red cell container (600 32
Non-pyrogenic fluid path Manufactured by mL)
Do not reuse Single needle

apheresis protocol
Do not use if the product sterile P P

barrier system is compromised

FDd® A I >
Bz res— J W

Fragile
Do not vent
Contains or presence of phthalate: This way up
DEMP Diethylhexylphthalate (DEHP)
Recyclable
Code
LOT Lot

E

=

Fenwal International, Inc.
Carretera Sanchez Km 18.5
Parque Industrial Itabo

Zona Franca Ind. De S.C.
Haina, Dominican Republic

Fresenius Kabi AG
61346 Bad Homburg /
Germany

Tel.: +49 (0) 61 72/ 686-0
www.fresenius-kabi.com

INTERLINK is a trademark of Baxter International, Inc.
© 2018 Fresenius Kabi AG. All rights reserved.

47-23-12-969 REV: A



Confidential Property of Fresenius Kabi and its Affiliates

Document No.: 472312969
Revision: A PROOFREADING INSPECTION / RELEASED ARTWORK
Change Order: C0-034051 Proofreading Approval:
Title: PRODUCT INSERT AMICUS APHERESIS KIT -
SINGLE NEEDLE K6R2312

Page' 30of 4 Print Name Signature Date
Last Modified: 21 DEC 2018 MKF
Color: Black

K6R2312 3 EATH[: 3unit/box A& 23 &M E (Blood donor set)

FRESENIUS
KABI

)

(ko) AMICUS Apheresis Kit - Single Needle

Has 28
AMICUS Separator2} €A AL,

A2 S5

=g S 7ot EUE AMAHIA MESt= 7|+

(A set intended to collect blood for transfusion from a blood donor)

Us| 8, AR K|

ALESHZ| Mol MES |SU22 HAHOF ZLCH

SHE A2UMN HBSAAR SHS 15101 BBSHIAIL.
B3t A2 TSHIAIR.

“EHE 42" o Ho

AE 25 T HAR BalEls 2R, 20°-25°C2] ARO[
B EOl & HAS EE5I0E AME BF 2S5tE 257}
25°CE WIX| Q40 OF, WH U A0 M LEEIKS 15°C-30°C2)

B 2SeiE 27} 5128 Helof
& 22 4AIZIS ZISA| 24 B E|TH 40°C7HRI | LA
B M52 SIBELICL BE 258N 2EL B 28

= —O 171 =

S8 4 Qs AL UL

&t 0| =2k (United States Pharmacopeia), 2 Ht Z=2| A}&L. United States
Pharmacopeial Convention, Inc. 12601 Twinbrook Parkway, Rockville, MD.
74
Apheresis kit= CS 2t 20| LM X0 USLICH
(1) 1000mL 0.9% 42|~ F=ALH, USP(RH 2| A1 A =)
) 1000mL &2 LQIAF L CHOH USP, Formula (ACD-A)
) 1000mL ©ATH & X} o4
) 800mL EZ& XA oY
) 600mL & uY
) 17HI0IX| FAHA

gzl U ASYY

SHES BN NET Wyl MAS Hamo| Yz
A

o

H

ol

2

SEUATS HAD MY Woll ChST Zo| HBE £ Y

= &Lt
o MAS| mbtsH= MEHE SKIGHHAM 20°C ~ 24°CHI A Z|CH 5.

i

A7| eiM= & 57| ZHo| SRS AT
0| gtSestimator0l| CHRISI0] HS 4 USLICE
b £=X|= 100,000/uLE2C} AL ZOfOF §hu|Ct.

5500mLe| ME, FChe| "HAE N
AL MM = 8000mLe| ME S
4 &S CL

HA Y ™o w2t FZeiof B CHH S,
). MEl= §{71E AMICUS & M|EE
FRILICH MEF= off g 22l 1) sHof

P
>

fo 12
Apmy -
0zt
Pl
K

el
>
gk
>
s}

=
rr

t

k>
4ond g

NV
o 7y
rH

r
0

0
-
1
Ju
_>||_|
o

C

ol
=

M
2
on

B3z, 2td &
ALEato{ =71 X
HASHOF L Ch.

il

o
ol
o

i

1.

10.

og o= rorok
oo X

N

S HAT MY W MR HE

| Abg:
ST Ay
AlEo| FX|E
=X AleH B2Eg AN
AMICUS Al

QUHIXO| FO|A}E

OFL—
Lg:?::'

LO{LIX]
C}.

of

rir

AMICUS separator2}2|

40

Lt

HIOIEES 2UIGHs Y B 24, 88, 37| MW Y/
N CRERERT EREER

HEZ2l FHMEHE BHE5t2{MH, YU} 2EHNK = ME R
g 2lQIS Z2l0[YsR| DAL,

=2|7|= 0] 717|129 HSHE 1| W XAHS #E 2=

HEZIt0f 2lo ZS=|0{0fF RLICE

HOUAMAL Mol AIRYUHE WEX| oM M ME0| &
& JUELICL

HER= SHEX AHH 7|20 E&tofiof ol SHE Y
45t Aejo{0f &L Ct.

AL £X[7} E2 HEX = oA SHEZEC Z2 U2
Fadon od 20|Me At X ECt ZE 5
HEXe| EAH £X= AT MEME Y2
1245 OF EL|Cl. AMICUS separatorl| =2 S AE
f20{ CHE blood cell separator@t H| w3 S mf,
2 AL SX[E XX RES MElE= MY 8%

e Ls—1-= —

r
r

|.

ofr
inl _|

4> 30 2 g
o & -

o Tt

- —

o T 02 |y Ok

™ foy 1

!
r

0l

|5

—=2T XL-— =
E0{0} L.
S5i7tel B AZE WHO| HSE[X| 2UCHH, closed system2|
tF L= open system ZHOAM 2] FAE HE 2 = KX]
S4&LICE closed system AMEfZ SX|E AL, EAE2 () 5
SO Habet = JUSLICEH

mfo

Open systemMEN 2 A AHS AR, LT Hot 7|1242
24A212 HE £ EUCE MA £ 27 LS MEE

=2 o
SIS R3S B LT ME 7|22 4AZ2HE EIIX|
2rojok giLCh
Inlet/Return 2F210I A INTERLINK =} H2|E Al25I= 2,
closed systemO| YOO 2 AL 24A|Zt O| A MEHM =
oF ElL|Ch
MEL #ME wAsH| flofl B HE HXE MBSE U=
e A Zio| =2l HIZEAIMAM HAISH AR dhHof mE
s HXE XM Bollof gLIC
HATO| THo] WEH R K| E =QI5tY| 2[ol A= Operator's
manualE EZXSIMAIL.

47-23-12-969 REV: A
Zgdd: 2017/05



Confidential Property of Fresenius Kabi and its Affiliates

Document No.: 472312969
Revision: A PROOFREADING INSPECTION / RELEASED ARTWORK
Change Order: C0-034051 Proofreading Approval:
Title: PRODUCT INSERT AMICUS APHERESIS KIT -
SINGLE NEEDLE K6R2312
Page: 40f 4 Print Name Signature Date
Last Modified: 21 DEC 2018 MKF
Color: Black
=2 =2k
HE A HHA LIEILHE At SYTH S X £EF20] “E“éﬂ%‘ 03}EH.= SAT W QU OIHE F|E TAZO| [0
QUELICE O[2{8 RXZ0IE OIXIZIE, AAl, TE, HCH 58, | oySiLc) HAm AISS 95t S siT D2is

£olo| HE #Mo| ERELICL HPYFOR I3
g & L
AAH .

J
O =

a2 > 02 4> no 4
e > .2

= J
x o

k3

0=

FSESC TSNS

HMEME 2ol S0l HHSE LWME £ Q&L o &
X, JlHE, FE87| 82 e 27]| SHE LIEHE = gLt (9)
ME|AMH E= TR U9 25 Xols SVIE RYUE 2702| EATF XA} tH: 77
UELICL FeAL0]| etRE LSS FAU2 MZALEX] 242 o7le| MZ mex| ojMEa]
oLl olet Zael 20|22 Qs AR FHH =2 oo 23 2M= 9 E
MNZEEES oI = USLICH YHEo 2 o 242 AR} 1702 Y-O{ HE
HS2 5F &712 E= Y FHo| YYst L2 2 LIEHHLICE 1702] 41.9cm 52
JIE} HEEE 2]E, 20F = dH /= 02 0|4 SO0 o7Ho| T AT K| A i 73
US &= USLICL 0[2{T S40| YU A2 7L U S5 27H;I M,;:}oil 01;“'EEI
(CRIE E0f BIExy/Ex HoHol g ANMOR L2l stk | 2000 22 00T o e
nys S =2 AFUCH 17H‘;I YEME"EH:'_ ==
S \ A O [ = A T —l 1~ =
Husad:r"}\él‘?_‘ HJQEE If':": °._‘|°Eﬂx |7|A'| ':E}" é!j—t?_l' X'IQEC’EiB 17H9—| %E"_Jn\_‘_."'_" H;g |;|_|.||: 37
SHCEE OF ZA, U AW ALY SO0| LIEFLICE 1702 M= mo x| o Mg
2 EM(ME), 8€, 37| MMT J/EE EHUEL S2 1742 &2 E¥= 3 RE
FHE2 ST 25 T4 AH0| U = JSFULT 1702] Y-O{HE
g 1702 AT X Z : 31
S _ 1702 ME mtx| o{i=e|
0 7|= 7}4AH 2 Di-2-EthylHexylPhthalate(DEHP) S AFZ8H PVC XH SETE RS
ZZAM DEHP= 02l S== 0|38 AIRUIA =2 AT &
S H IR Mo Geks n|2ck= B0 IELICE 0]2{ ¢t PVC Nl BAT KA 57
&712| 2% DEHPZ} F0|2 EEE =+ UL} DEHPY| == 5[0 e -
LIEtHE fIM2 AL A2l glsL w2t o] 2[27(7[&
ALS SR 220tA LT o~ U= (&2 DEHPO| 2|51 22 =
= fEdECHEN 37| 20 A S 7|ue 2= SLICH ECIAE BEH 0.12 g/cm
ALSYH: 1702 E& X{Z 4 (800mL) 39
HX| AR AFR Y 2 AT HALS 9|5 S &EF2 AMICUS
separator2| Operator’s manualE &SI AI 2.
HI|IE22 048 2= s=AHS = 7IotALL U & ol w2t H| 1702] ME - w(600mL) 32
7| SIMAl 2.
JIs ¥ Heo:

o
ol
o3
mjo
do0
f

2| O] E(DEHP(CI | 2 A I
E

/AN xo| AFS W HE L neols
— & W YA EF BT
STERIELR] S5 =z = o ITETERS
] HlwYy g2 === RCEPVEVES
® AR 2K ECPEEES
ZZEEE
® HEo| SR 7} oS
ZR0= AR DAL ! WEI7| 212
() 27| 2X| y
A
&

DEHP SH2)|0| E)7} Z&E|0f JELICH o i

Mg 7ts
us
LoT HZE=HS
Fresenius Kabi AG Fenwal International, Inc. AL XL ZY| XL LT H[Z 2|0k,
61346 Bad Homburg / Germany (5 &) Carretera Sanchez Km 18.5 MEEEA Sut7 WHIZZ 69, 8
Tel.: +49 (0) 61 72/ 686-0 Parque Industrial ltabo 5,95 (A T)
www.fresenius-kabi.com Zona Franca Ind. De S.C. S7HH S 401 00-1044=

Haina, Dominican Republic
(=0/L 7t 33t=)

INTERLINK= Baxter International, Inc.2| AMEQIL|C}

© 2018 Fresenius Kabi AG. E+

H AR

47-23-12-969 REV: A
Zgdd: 2017/05



