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ACP 215 Cell Wash Procedure

Entering operator initials

Following the disposable set checklist, the device will immediately prompt the
operator to enter his/her initials in the space provided on the top portion of the

message (AA in the following example).
ENTER OPERATOR INITIALS A A

PRESS YES TO SCROLL
PRESS SAVE PROGRAM TO SELECT

PUMP TIME WASH AUDI
REAL: 0 0 0 0
TARG: 0 32 1840 240

Figure 28, Operator initials message (!)

The letter which can be modified will be blinking and the operator should:

®> Press the YES key to scroll the alphabet, letter by letter from A to Z.

Press the SAVE PROGRAM key the when the appropriate letter is

displayed.

Once the first letter has been saved, the cursor will move to the second letter. The

operator should repeat the procedure for the second letter.

After the operator initials has selected two letters, the device will prompt the

operator to confirm the initials with the following message.
OPERATOR INITIALS J D

PRESS YES TO CONTINUE
PRESS NO TO RE-ENTER

PUMP TIME WASH AUDI
REAL: 0 0 0 0
TARG: 0 32 1840 240

Figure 29, Operator initials message (2)
At this point the operator can change the entry as follows:

Press the NO key.

The device will repeat the procedure and the cursor will blink next to the first

initial. The operator can repeat the sequence with the corrected entry.
If the initials are acceptable:

Press the YES key to continue.

P/N 85280-30, Manual revision: DA
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JICP 215 Cell Wash Procedure 21

The following table lists the full set of modifiable parameters. The parameters in
bold type will be displayed when the device is configured for the minimum set.
An asterisk (*) denotes the parameters displayed only during a procedure using
additive solution.

A list of parameter definitions is provided in Appendix A.

Note: The default value provided for each wash solution volume is based on a
four-step wash sequence.

Table 2, ACP 215 Modifiable parameters for thbe Cell Wash procedure

Parameter Unit of measure Default Range Increment
settings of settings of change
RBC Unit Weight g 550 200-600 5
RBC Unit Hematocrit % 55 30-90 5
Max Bowl Fill Rate ml/min 150 50-250 10
RBC Bowl Volume ml 140 50-250 10
Centrifuge Speed rpm 8000 3000-8000 50
Num Wash Steps - 4 1-5 1
Wash Soln Vol (#1) mi 230 10-1000 10
Wash Soln Vol (#2) mi 230 10-1000 10
Wash Soln Vol (#3) ml 230 10-1000 10
Wash Soln Vol (#4) mi 230 10-1000 10
Wash Soln Vol (#5) ml 0 0-1000 10
Wash Flow Rate (#1) ml/min 200 10-250 10
Wash Flow Rate (N9 ml/min 200 10-250 10
Wash Flow Rate (#3) ml/min 200 10-250 10
Wash Flow Rate (#4) ml/min 200 10-250 10
Wash Flow Rate (#5) ml/min 200 10-250 10
Equilibration Time S 30 5-600 5
Re-Centrifugation Time s 60 15-600 5
* Preservative Soln Vol (#1) ml 140 10-500 10
* Preservative Soln Vol (#2) ml 100 10-500 10
* Preservative Soln Rate ml/min 200 10-250 10

P/N 85280-30, Manual revision: DA
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ACP 215 Cell Wash Procedure

25

However, if the test is again unsuccessful, the following information will be
displayed to notify the operator of a leak in the system.

CELL WASH PROTOCOL

STERILE CONNECTION FAILURE
PRESS YES TO CONTINUE

PUMP TIME WASH AUDI
REAL: 0 20 920 140
TARG: 0 kY 1840 240
Figure 35, Sterile connection test message (3)
At this point the operator should proceed as follows:
Press the YES key to receive the following message.
STERILE CONNECTION FAILURE
PRODUCT LIMITED TO 24 HOURS
PRESS YES TO CONTINUE
PUMP TIME WASH ADDI
REAL: 0 20 920 140
TARG: 0 R 1840 240
Figure 36, Sterile connection failure message
Once this message is displayed:
Press the YES key to receive the following message.
PRODUCT LIMITED TO 24 HOURS
PRESS NO TO ABORT PROCEDURE
PRESS START TO CONTINUE

PUMP TIME WASH ADDI
REAL: 0 20 920 140
TARG: 0 kYA 1840 240

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Figure 37, Product limitation warning message

When this message is displayed, the operator can either choose to terminate the

procedure directly, or choose to continue the procedure knowing that the storage
life of the product will be reduced to 24 hours.

P/N 85280-30, Manual revision: DA
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Depicting the
procedure
summary
printout

ACP 2/5 Cell Wash Procedure

The following example depicts the information found on the cell wash procedure
summary printout. For certain items, the values are generated automatically by
the ACP 215 device. For other items, a blank space is provided for the operator
to write the information. The name of the manufacturer should be included when
documenting the lot number of each item used for the procedure.

HAEMONETICS ACP 215
SERIAL NUMBER: 95B072
WASH PROCEDURE SUMMARY
Date 4 Time:

Unit Number:
RBC Unit Weight: 250 g
RBC Unit Hematocrit: 65%
RBC Unit Col. Date:

RBC Unit Exp Date:

Estimated Wash Volume: 1840 ml
Estimated Additive Solution: 240 ml
Final Product Weight:

Final Product Hct: =
Procedure Time: 32 Min.
Operator Initials AA
Disposable Lot Num:

Exp. Date: ____
0.91 NaCl Lot Num:

Exp. Date: __
Additive Solution:
Lot Num:

Exp. Date:

Wafer Lot Num:

Operator Signature:

Figure 43, Example of a procedure summary printout

P/N 85280-30, Manual revision: DA
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EMPTY STATE NOTICE MESSAGE

Initial message

-INLET PRESSURE OUTSIDE LIMITS-

Check for occlusion in line

Corrected state

-PRESSURE RELIEVED-
Press START to continue

- EMPTY LONGER THAN EXPECTED -

Press START to continue
Press NO to skip to next step

- AIR DETECTED EARLY -
Press Start to continue
Press NO to skip to next step

- RBCs IN EFFLUENT LINE? -

Press YES to end concentration

Press NO to resume filling

P/N 85280-30, Manual revision: DA
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ACP 215 Cell Wash Procedure

SITUATION CORRECTIVE ACTION

The DPM detected pressure Inspect the inlet harness lines

outside of acceptable limits for occlusions.

as the bow! was emptying. If there are no occlusions,
manually open the red valve
briefly.

Once the pressure is relieved:
Pressthe START key to resume

operation.
Blood remains in the bowl The operator has two options:
when it should be »> |f the bowl is not empty, press
completely emptied. the START key to continue
emptying the bowl,

or
If the bowl is empty, press the
NO key to advance to the next
step of the procedure.

BEAD detected air early The operator has two options:
during the Empty state. Press the START key to
continue operation,
or

Pressthe NO key to advance to
the next step of the procedure.

The line sensor has detected Inspect the effluent tubing to
foam or RBCs during the determine the presence of
concentration process. RBCs or foam.

The operator has two options:
If the line is opaque, press the
YES key to end the concentra-
tion process.

or
If no RBCs are observed in the
line, press the NO key to
continue the concentration
process.

Vi \\N frArAN A

HAEMONETICS CORPORATION
400 WOOD ROAD
BRAINTREE, MA 02184 USA
1-800-225-5242
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¢ Haxars xsonky Yes, 4T0 NPHBOIMT K BO3HHKHOBEHHIO CICAYIOUIEr0o COOOLICHHA.
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¢ Hawmure KkHoNKy Yes, 4TO NPHBOAHT K BO3KUKHOBEHHIO CEAYIONMIEro COOBILEHH A,

¢ Hauwmure kionky No, 9T0 RPHBOANUT K BOSHHKHOBEHHIO CICAYIONIEro COOOMmEeHNA.
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lMpoueaypa npombieky KNeTOKACP 215

JlokyMeHT coiepXuT 39 CLUMTBIX, MPOHYMePOBaHHbIX 1 onevaTaHHbIX CTpaHuL

Onua lMepnmvaH

/Mognuce/

Cneuvanuct otgena
HOPMAaTUBHO-MPAaBOBOIO pPerynpoBaHus
11 asrycra 2015

/WTtamn: M'emoHeTmkc KopnopeiiH
400 Byg Poyg

BpeliHTpn, Maccauvycetc 02184 CLUA
1-800-225-5242/

HacToawwmin nepeBog, C aHrIMACKOro si3blKa Ha PYCCKUIA BbINOSIHEH MHOW, NepeBOAUYMKOM
KoToBoit EBrenneint AHApeeBHOW. MeH-WYHOCTL nepeBoja NoATBepx/ ato.

lopop, EkatepuHbypr Cepa/fioBckas 06nacTe Poccuiickas ®depepaums

Ce/*HafuaToro ceHTA6pA fBe ThicAuM MATHaALATOro roga

Homep no kaTanory 85280-30
Pepaxuys pykosoacTsa: DA 44
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ACP 215 Deglycerolization Procedure

Presenting the ACP® 215 deglycerolization procedure

Intended use

Listing proce-
dure material

Understanding
procedure guide-
lines

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

The ACP 215 is intended to glycerolize and deglycerolise red blood cells derived
from whole blood, or collected by apheresis, that have been stored in an
approved anticoagulant/additive solution for up to 7 days at 1-6°C prior to glyc-
erolization.

The conditions that have been used for the CE marking validation are as follows:
red cells derived from whole blood units and collected in CPD, glycerolized by
the ACP 215, and frozen at-65° C or colder, deglycerolized by the ACP 215 and
stored in SAC-M at 4° C £ 2° C may be labeled for extended storage for 72 hours.

The following material is needed to perform an ACP 215 deglycerolization
procedure;

* The ACP 215 device, the shaker and the printer.
* A sterile connection device.
e The Haemonetics® disposable set LN235 (275 ml) or LN236 (325 ml).

« An 800-1000 ml RBC storage bag (qualified for the storage of frozen cells)
for the transfer of afrozen RBC product stored in a 600 ml bag.

e Wash solution (0.9% saline/0.2% dextrose).
e Hypertonic Solution (12% NaCl).
¢ SAG-M solution.

The hematocrit of the thawed RBC unit should be approximately 60%
(range 44-70%).

The initial glycerolized RBC unit must have been stored at -60° Cto -80° C
and must be properly thawed according to local regulations and the local
SOP.

Note: Haemonetics recommends placing a secondary, watertight cover around
the glycerolized RBC unit when warmed in a waterbath, to prevent the ports from
becoming contaminated.

» If the glycerolized RBC unit has been frozen in a 600 ml storage bag, the
unit must be transferred to a qualified 800-1000 ml storage bag after
thawing, prior to the deglycerolization procedure.

Warning: Improper thawing of the frozen RBC product may damage the red
blood cells thereby producing high supernatant hemoglobin content.

All welds between the thawed RBC bag, the transfer bag and the deglyceroliza-
tion disposable set must be made using a sterile connection device.

P/N 85279-30, Manual revision: DA
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10 ACP 215 Deglycerolization Procedure

Using the chuck The LN235 disposable set (275 ml bowl), requires a chuck adaptor. The chuck

adaptor adaptor is awhite plastic ring that snaps into the centrifuge chuck. Install the

(|_N 235 onIy) chuck adaptor before loading the disposable set. Removing the chuck after a
procedure requires a special removal tool.

The chuck adaptor (P/N 51348-00) and removal tool (ETC-6136), are available
separately.

1. Chuck adaptor
2. Removal tool
3. Arms

Figure 7: Chuck adaptor and removal tool
Use the following steps to install the chuck adaptor:
Place the chuck adaptor inside the centrifuge chuck.
Press down on the adaptor until it clicks into place.

1. Chuck adaptor
2. Removal tool

e ]

Figure 8: Chuck adaptor and removal tool
Use the following steps to remove the chuck adaptor:
Compress the arms of the removal tool until it fits into the chuck adaptor.
Push down on the tool until it clicks into place.
Using two hands, pull upwards to remove the chuck adaptor.

Push the tool through the bottom of the chuck adaptor to separate.

P/N 85279-30, Manual revision: DA
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JO ACP215 Deglycerolization Procedure

Table 4, ACP 215 Modifiable parameters for the Deglycerolization procedure

Parameter Unit of measure Default Range Increment
setting of settings of change

Thawed Unit Weight g 340 115-570 5
Thawed Unit HCT % 60 40-100 10
Min Flow Rate ml/min 50 10-250 10
Bowl Volume ml 275 125-500 5
Centrifuge Speed rpm 8000 3000-8000 50
Thawed Unit Osmolality mOsm/kgH20 5100 100-10000 100
Hyper Soln Volume ml 50 0-500 10
Hyper Soln Flow Rate ml/min 150 10-250 10
Hyper Equalize Delay S 150 10-1000 10
Dilution to Wash Delay S 60 5-1000 5
Osmolality Rate mOsm/kgH20/min 500 50-1000 50
Num Saline Dilution - 2 0-5 1
NaCl Dilute Vol (#1) ml 340 10-1000 10
NaCl Dilute Vol (#2) ml 400 10-1000 10
Constant Dilution Rate - NO YES-NO -
Dilution Rate ml/min 60 10-250 10
NaCl Rinse Vol (#1) ml 50 10-500 10
Max Bowl Fill Rate ml/min 150 100-250 10
Min Bowl Fill Rate ml/min 50 10-100 10
Num Wash Cycles - 5 09 1
Wash Soln Vol (#1) ml 60 10-1000 10
Wash Soln Vol (#2) ml 70 10-1000 10
Wash Soln Vol (#3) ml 100 10-1000 10
Wash Soln Vol (#4) ml 150 10-1000 10
Wash Soln Vol (#5) ml 300 10-1000 10
Wash Flow Rate (#1) ml/min 50 10-250 5
Wash Flow Rate (#2) ml/min 50 10-250 5
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Table 4, ACP 215 Modifiable parameters for the Deglycerolization procedure

Parameter Unit of measure Default Range Increment
setting of settings of change
Wash Flow Rate (#3) ml/min 75 10-250 5
Wash Flow Rate (#4) ml/min 75 10-250 5
Wash Flow Rate (#5) ml/min 100 10-250 5
Equilibration Time S 45 5-1000 5
Re-Centrifugation Time S 60 5-1000 5
Num Resuspensions - 1 01 1
Preserv. Soln Vol ml 240 10-500 10
Preservative Soln Rate ml/min 120 10-250 10
Bowl Empty Rate ml/min 200 10-250 10

P/N 85279-30, Manual revision: DA
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HAEMONETICS AGP 215
SERIAL NUMBER: 95B072
THAWED BLOOD DEGLYCEROLIZATION
PROCEDURE SUMMARY
Date and Time: ___
Unit Number:

Hypertonic Volume: 50 ml
Shaker: ON
First Dilution Volume: 340 ml
Shaker: ON
Bowl Fill: 800 ml
RBC Spillage: NO
Second Dilution Volume: 400 ml
Shaker: ON
Bowl Fill: 900 ml
RBC Spillage: NO
1st Wash Volume: 60 ml
2nd Wash Volume: 70 ml
3rd Wash Volume: 100 ml
4th Wash Volume: 150 ml
5th Wash Volume: 300 ml
Additive Solution: 240 nml

Final Product: Estimated

Free Hemoglobin Level < : 50 mg%
Procedure Time: 56 Min.
Operator Initials A A

Thawed unit temperature: __

12% NaCl Lot Num: _

Exp. Date: __

0.9% NaCl Lot Num:

Exp. Date: _

Additive Solution:

Lot Num: ___

Exp. Date:

Wafer Lot Num:

Supt. Hemoglobin level in tubing is:
ACCEPTABLE

Operator Signature:

Figure 56, Example ofaprocedure summary printout

P/N 85279-30, Manual revision: DA
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Appendix A: Defining the modifiable parameters

THAWED UNIT
WEIGHT

THAWED UNIT
HEMATOCRIT

MIN FLOW RATE

BOWL VOLUME

CENTRIFUGE SPEED

THAWED UNIT
OSMOLALITY

HYPER SOLN VOLUME

HYPER SOLN FLOW
RATE

HYPER EQUALIZE
DELAY

DILUTION TO WASH
DELAY

OSMOLALITY RATE
NUM SALINE
DILUTION

NACL DILUTE VOL (#1)

NACL DILUTE VOL (#2)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

The weight in grams of the thawed 40% W /V glycerolized RBC wunit to be
processed. Determined by weighing the freezer bag and its contents prior to the
wash procedure, then taring the weight of the empty freezer bag.

Any samples removed prior to the deglycerolization procedure should be
excluded from this weight.

The measured hematocrit of the well-mixed unit of thawed 40% W /V glycer-
olized blood prior to the deglycerolization procedure should be constant at a
60% + 5% Hct based on the validation by the local facility.

The minimum rate in ml/min in which the solution pump rotates during the
procedure.

The volume in ml that ispumped into the bowl during the first dilution, calcu-
lated from the thawed RBC Unit Weightand Hct.

The number of revolutions per minute at which the centrifuge spins when oper-
ating at full speed.

The osmolality of the 40% W /V glycerolized RBC unitto be processed.

The volume of the hypertonic (12% saline) solution that will be added to the
thawed deglycerolized RBC unit.

The rate in mI/min in which hypertonic (12% saline) solution ispumped to the
bowl.

The amount of time set for the volume of hypertonic (12% saline) solution to
equilibrate with the thawed glycerolized RBC unit.

The amount of time set for the volume of the wash (0.9% saline/0.2% dextrose)
solution to equilibrate with the diluted thawed RBC unit.

The rate of change to decrease the osmolality of the thawed unitand achieve an

osmolality of blood with the minimum amountofglycerol present.

The number of dilution cycles performed.

The volume in ml of wash (0.9% saline/0.2% dextrose) solution used during the
first dilution cycle.

The volume in ml of wash (0.9% saline/0.2% dextrose) solution used during the
second dilution cycle.

P/N 85279-30, Manual revision: DA
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CONSTANT DILUTION
RATE
DILUTION RATE

NACL RINSE VOLUME
(#1)

MAX BOWL FILL RATE

MIN BOWL FILL RATE

NUM WASH CYCLES

WASH SOLN VOL(#1-5)

WASH FLOW RATE (#1-

5)

EQUILIBRATION TIME

RE-CENTRIFUGATION

TIME

NUM RESUSPENSIONS

PRESERV. SOLN VOL

PRESERVATIVE SOLN

RATE

BOWL EMPTY RATE

ACP215 Deglycerolization Procedure

A parameter, that when setto Yes, will send solution at a constant rate during
each dilution cycle, according to the default setting of the Dilution Rate param-
eter.

The rate in mI/min atwhich solution issentduring a dilution cycle.

The volume in ml of wash (0.9% saline/0.2% dextrose) solution used during the

rinse cycle.

The maximum rate in mI/min atwhich the blood pump rotates during the proce-

dure.

The minimum rate in mI/min atwhich the blood pump rotates during the proce-
dure.

The number of wash cycles required to remove the residual glycerol from the

blood being processed.

The volume in ml of wash (0.9% saline/0.2% dextrose) solution that is used to
wash cells between one cycle of starting and stopping the centrifuge.

The rate in mI/min of wash (0.9% saline/0.2% dextrose) solution thatispumped

through the bowl during each wash step.

The time in seconds that the bowl and centrifuge are stopped in between wash
steps.

The time in seconds thatthe bowl spins before wash (0.9% saline/0.2% dextrose)

solution ispumped though it

The number of times that the bowl must stop to facilitate red cell suspension in
the bowl.

The volume inml ofadditive solution that ispumped though the bowl before the

final batch of washed blood ispumped into the final product bag.

The rate in mI/min of additive solution that is pumped through the bowl to the
final washed product bag.

The rate in mI/min atwhich the washed product ispumped from the bowl to the
final product bag.

P/N 85279-30, Manual revision: DA
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ACP 215 Deglycerolization Procedure 4t

EMPTY STATE NOTICE MESSAGE SITUATION CORRECTIVE ACTION
Initial message The DPM detected pres- o Inspectthe inlet harness lines
sure outside of acceptable for occlusions.
-INLET PRESSURE OUTSIDE LIMITS- limits as the bowl was o fthere are no occlusions,
Checkfor occlusion in line emptying. manually open the red valve
leading to thawed unit bag briefly.

Once the pressure is relieved;
o Pressthe START keytoresume
Corrected state operation.

-PRESSURE RELIEVED
Press START to continue

CEMPTY LONGER THAN EXPECTED - Blood remains in the bowl The operator has tWO options:
Press START to continue when itshould be Ifthe bow!l isnotempty, press
Press N O to skip to next ste ) .
P p completely emptied. the START key to continue

emptying the bowl,
or
o* |fthe bowl isempty, press the
N O keytoadvance to the next
step of the procedure.
-AIR DETECTED EARLY -

Press Start to continue BLAD detected airearly The operator has tWO options;

Press N O to skip to next step during the Empty state. Press the START key to
continue operation,

or

A Press the N O key to advance

to the next step of the proce-
dure.

Pal A Y 'AT bAN ]
MiH M3

CORPORM\Ot4
” 400WOOD A0No

BRAMARIE, \MA02184 USA M
l-e00-225-5242 1
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Mpouegypa gernuueponwauum ACP 215

-

K .

Puc. 8: naTpoH-aganTop U MHCTPYMEHT ANSA CHATUA

1 MartpoH-aganTop
2. VIHCTPYMEHT /18 CHATUA

Mpouecc cHATWS afanTepa NaTpoHa:

e CXKUMaliTe fYXXKN UHCTPYMEHTA ANS CHATMS L0 TEX MOp, NMOKa OH He BCTaHeT B MaTpOH-afanTep.
* HaXxumaiiTe Ha MHCTPYMEHT, MOKa OH He 3alleNKHeTCs Ha MecTe.

e O6enMMU pyKamu NOTAHUTE HaBePX, YTOObI U3BEYb NAaTPOH-afanTep.

* MPOTONKHNTE MHCTPYMEHT Yepe3 HKHIOK YacTb NaTpoHa-afanTepa, YTo6bl pas3fenuTb KX.

YcTaHoBKa 01HOPAa30BOIro KoJioKo/1a
Ha aTom aTane ornepatop MOXeT /IerKO CHAMaTb W yCTaHaBNMBaTb KOIOKO/ CNeAytoL MM 06pasoM:

o OTKpOWTE KPbILLKY LLeHTPUGYTN.

e BcTaBbTe KOJIOKO/ B NaTPOH
LeHTpudyru, cneas 3a TeM, 4Ttobbl
CNMBHOWN NOPT ObIN HanpasneH
BMNpaso.

* HaxumaiiTe Ha rop/IOBUHY KO0KONA
[l0 Tex nop, Noka OH He ByaeT
MOJIHOCTbIO YCTAHOB/IEH B NATPOH

e 3aKkpoiiTe 1 3anpuTe KPbILLKY

LEeHTPUGYIN.
Puc. 9 YcTaHOBKa KO/OKONA «  Y6eguTech B TOM, 4TO rON0BKA

LEHTPUQYry B NO3NLMMN 3annpaHns

YcTaHoBKa TpybKKM Hacoca
Ha aTom aTane onepaTtop MOXeT yCTaHOBUTb TPYy6Ky Hacoca.
* [ponoxute cermeHT TPYOKM Hacoca Mexay ynopamu Hacoca KpoBM BOKPYT KaHaBKW poTopa
Hacoca KpoBWw.
* [ponoxute cermeHT TPyOKM Hacoca Mexy ynopamy Hacoca pacTBopa BOKPYT KaHaBKU
poTOpa Hacoca pacTsopa.
e 3akpenuTe TpyOKy B KaXXA0i HanpaBnstOLLEen TakMM 06pa3oMm, UTOObI KaXablil ynop Hacoca
Obl71 cnpaBa OT HanpaBAsoLWwen TpyoKu.
» [loBopayuBaiTe KaXAblii HAacCOC N0 4acoOBOW CTPesiKe L0 TeX Mop, NOKa na3 B poTope Hacoca
He 3aXBaTUT TPYOKY M NMOHOCTLIO HE 3aTAHeT ee B KaHaBKY Hacoca.
e YT06bl NOIHOCTLIO YCTAHOBUTH TPYOKY B KaHaBKY Hacoca, NoBOpaymnBanTe Kaxablii Hacoc no
4acOBOWA CTPeNKe eLle Ha YeTBepTb 0b6opoTa.
Hacoc fomkeH 6bIMb B COCTOAHUN CBOOOAHO BpalLaThCs.

Homep no kaTanory 85279-30 13
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¢ Haxwmure knonky YES, u BH nomyunte cneayioiuee coobuieHne:
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TpyOxa AaTUHKA JUHMK
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CaambiBaeMbiii 3aM0K 100aBOYMHOr0 pacTBopa
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¢ Haxars knonky Yes, 3T0 npuseseT K 0TOOPakeHHIO CIEAYIOIIETO coobmeNns.
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Mpouenypa pgernuueponusaumm ACP 215

JlOKyMeHT cofiepXmnT 50 CLUMTBIX, MPOHYMEPOBAHHbIX W OneYaTaHHbIX CTpaHuL

0nna Nepnman
/Mognucs/
Cneynanucrtorpena

HOpPMaTUBHO-NPABOBOr0 PerynnpoBanHiug
11 asrycta 2015

JWTtamn; TemoHeTukc KopnopeidwH
400 Byp Poyp

bpeilHTpu, Maccayycetc 02184 Cll A
1-800-225-5242/

HaCTOFILIJ,I/II‘/JI nepesos C aHr/IMICKOro A3blKa Ha pyCCKMVI BbINO/IHEH MHOWA, nepesog4nkom

KoTtoBoit EBreHmein AHgpeeBHONMNAEHTUUYHOCTL NepeBoga NOATBEPXAALO.
q XJ: —

lopop, ExkatepuH6ypr CeepgnoBckas obnactb Poccuiickas degepaums
CeMHaALAWOro CeHTAGPS fBe Thicsun MATHAALATOro roga

A, MunuHa Jlhkguana AnekcaHgposHa, HoTapuyc ropoga Exatepunbypra
Caeppnoeckoit 06iocTn (/mueHamn No 286 ot 13.08.2004 roga Bbigawa Y MIO PO

54 MNomep o kaTanory 85279-30
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ACP 215 Glycerolization Procedure

The initial unit of RBC product should be glycerolized and frozen within

six to seven days of collection, depending on the local regulations and
guidelines.

The temperature of the glycerol and RBC unitto be glycerolized should be
broughtto 20° C -30° C prior to the procedure.

Note: Haemonetics recommends placing a secondary, watertight cover around

the RBC unit when warmed in a water bath, to prevent the ports from becoming
contaminated.

The RBC product must be transferred to a qualified 800-1000 m1l storage
bag, prior to the glycerolization procedure. The quantity of glycerol solu-
tion to be added could notbe contained in the RBC collection bag.

P/N 85278-30, Manual revision: DA
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ACP 215 Glycerolization Procedure

Installing the disposable set

Inspecting the
disposable mate-
rial

A

Time limits for
disposable sets
and solutions

Installing the
pump tubing

The operator should inspect the disposable material prior to, as well as during

installation, using the following guidelines:
Verify that the disposable setcorresponds with the selected procedure.
Verify that the Tyvek® pouch has not been damaged.
Open the Tyvek pouch and inspect all tubing sections.

Ensure that no kinks or occlusions are present which could obstruct the
flow through the disposable set.

Verify that there are no visible defects or particulate within the set.

Ifadisposable setisdamaged, itshould be returned to Haemonetics Corporation
as specified in the section. Returned Goods Authorization system, of the AGP 215
Automated Cell Processing System Operation Manual.

Warning: A disposable set should not be used if the packaging has been
damaged during shipping or storage, since this could compromise the sterility
of the collected blood products.

Disposable sets may be removed from the protective packaging, installed on the
device, and primed for up to 8 hours before a procedure is initiated. If solutions
have not been attached to the disposable set, the opened, dry setshould be used

within 24 hours.

The protective outer wrap on the solution bags controls water evaporation. In or-
derto assure thatthe solution remains within itsspecification limits, the solutions
should be used and the procedure initiated within 8 hours after the outer wrap

has been removed.

The operator can proceed to install the disposable set as follows:
Remove the harness from the Tyvek pouch.
Close the ratchet clamp on the glycerol solution line.

Loop the pump tubing segmentbetween the blood pump stops around the

groove of the blood pump rotor.

Secure the tubing in each tubing guide so that each pump stop is located
to the rightofthe tubing guide.

Rotate the pump clockwise until the notch in the pump rotor catches the
tubing and draws itcompletely into the pump groove.

P/N 85278-30, Manual revision: DA
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aseptic technique, the operator should:
< Spike the glycerol solution bottle onto the solution line and suspend the
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ACP 215 Clycerolization Procedure Mn

Drip chamber
spiked to bottle - Check, Press YES To Continue

and primed i N
Spike connected and prime drip
chamber with Glycerol.

PUMP TIME GLYSOL BLOOD
REAL: 0 00:00 0 240
TARG: 70 10:40 442 680

Figure 12, Drip chamber spiked to bottle/prime message

Verify that the glycerol solution bottle is spiked and the drip chamber is
primed.

Spike the bottle and prime the drip chamber if necessary.
Press the YES key to continue.
Note: The operator should also verify that the target amount ofglycerol solution

displayed (i.e. the amount required to complete the procedure) is less than the
amount ofsolution available in the glycerol solution bottle.

RBC bag on
shaker - Check Press YES To Continue

Secure RBC Bag to the shaker.

PUMP TIME GLYSOL BLOOD
REAL: 0 00:00 0 240
TARG: 70 10:40 442 680

Figure 13, RBC bag/shaker message
Verify that the RBC bag iscorrectly installed on the shaker.
Reposition if incorrectly installed.

Press the YES key to continue.

P/N 85278-30, Manual revision: DA
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ACP 215 Glycerolization Procedure 13

Explaining mod

A
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ifiable procedure parameters

Each ACP215 device isdelivered with pre-installed procedure parameter settings
called the default settings. Certain parameters, referred to as the modifiable
parametersare accessible to the operator. The operator can either use the default
settings, or adjust them for the present procedure.

Warning; Any modification to the Haemonetics default values remains the
responsibility of the local site and should be in accordance with the local SOP.
The device will retain in memory any settings which the operator decides to
save, and will not automatically revert to the Haemonetics® default values.

Once the operator has confirmed the initials for the current procedure, the fol-
lowing message will he displayed.

GLYCEROLIZATION PROTOCOL

PLEASE LOAD DISPOSABLE SET
PRESS YES TO CONTINUE

PUMP TIME GLYSOL BLOOD
REAL: 0 00:00 0 240
TARG: 70 10:40 442 680

Figure 16, Modifiable parameters message

The ACP 215 device retains in memory any modified settings which were saved
from the previously performed procedures. If the operator decides to use these
settings for the current procedure:

Press the START key to initiate the glycerolization procedure.

However, the operator may decide to access and/or modify certain parameters
according to the needs of the current procedure. Depending on the technical
configuration of the ACP 215 device, either a minimum setor a full setof mod-
ifiable parameters will be available to the operator.

To access the modifiable parameters for the glycerolization procedure:

Press the M ODIFY PROGRAM key.

Verify the current parameter settings for the procedure.

-» Use the Arrow keys to change the value as necessary.

Press the M ODIFY PROGRAM key to access the next parameter available.
To retain the modified settings for the subsequent procedure(s):

Press the SAVE PROGRAM key.
To initiate the glycerolization procedure at this point:

Press the START key.
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18 ACP 215 Glycerolization Procedure

Appendix A: Defining the modifiable parameters

UNIT WEIGHT The weight in grams of the RBC unit to be processed. Determined by weighing
the storage bag and itscontents priorto the glycerolization procedure, then taring
the weight of the empty storage bag.

Any samples removed prior to the procedure should be excluded from this

weight.
RBC UNIT The measured hematocrit of the concentrated RBC product prior to the glycer-
HEMATOCRIT olization procedure.
RBC UNIT The osmolality of the RBC unitto be processed.
OSMOLALITY
GLYCEROL The concentration of glycerol used to glycerolized the RBC unit, expressed in
CONCENTRATION weighttovolume percentage.
GLYCEROL CONC. The target of the final glycerol concentration, expressed in weight to volume per-
TARGET centage.
GLYCEROL The osmolality of the glycerol solution, expressed in mOsm/Kg of water.
OSMOLALITY*
*minimum value = (RBC
UNIT OSMILARITY +
100)
TARGET OSMOLALITY The rate at which the glycerol solution is added to the RBC unit, expressed in
RATE mOsm/Kg of water per minute.

MAX GLYCEROL FLOW The maximum rate in mI/min. at which the blood pump rotates during the pro-
RATE cedure.

CONSTANT FLOW A parameter, that when setto YES, will send glycerol solution at a constant rate
according to the default setting of the Glycerol Flow Rate parameter.

GLYCEROL FLOW RATE The rate in mI/min. atwhich solution is sentduring a cycle.

P/N 85278-30, Manual revision: DA
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ACP 215 Glycerolization Procedure 21

GLYCEROLIZATION STATE NOTICE SITUATION CORRECTIVE ACTION
MESSAGE
Initial message The DPM detected pres- The operator has two options:
sure outside of limits 1> Relieve the pressure and
GLYCEROLIZATION PROTOCOL during the Glycerolization continue the procedure.

state. or
HIGH PRESSURE IN LINE

o Press the STOP key to end
CHECK LINETO RELIEVE PRESSURE

the procedure.
Once the pressure is relieved:
Press the START key to
Corrected state y
resume operation.
PRESSURE RELIEVED

PRESS STARTTO CONTINUE

AL - (/p U ANi-~0 ISA

400 WOOD ROAD
BRAINTREE, MA 02184 USA
1-800-225-5242

I HAEMONEUCS CORPORATION
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Mpoueaypa rnnueponusauny ACP 215

JLOKYMEHT COZIEPXMT 23 CLUMTBIX, MPOHYMEPOBAHHbIX 1 OnevaTaHHbIX CTpaHuL
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Preface [}

Consumer information

Proprietary rights The contents of this manual are property of the Haemonetics Corporation.
Haemonetics© and ACP® are trademarks or registered trademarks of
Haemonetics Corporation in the United States, other countries, or both.

The following are trademarks or registered trademarks of their respective owners
in the United States, other countries, or both: Seiko — Seiko Instruments USA
Inc.; Tyvek — E.I. du Pont de Nemours and Company; Terumo — Terumo
Medical Corporation.

Any information or descriptions contained in this manual may not be reproduced
and released to any of the general public, or used in conjunction with any profes-
sional instruction without written consent of Haemonetics Corporation, USA.
Please direct any written inquiries to the appropriate address:

International Headquarters Corporate Headquarters
Haemonetics SA Haemonetics Corporation
Signy Centre, rue des Flecheres 6 400 Wood Road

P.O. Box 262, 1274 Signy-Centre Braintree, MA 02184
Switzerland USA

Tel. [+41 22] 363 90 11 Tel. [+1 781] 848 7100
Fax [+41 22] 363 90 54 Fax [+1 781] 848 5106

Legal Disclaimer This manual is intended for use as a guide for material supplied by the
Haemonetics Corporation. It provides the operator with necessary information to
carry out specific procedures and maintain Haemonetics produced equipment.
Use this manual in conjunction with instruction and training supplied by
qualified Haemonetics personnel.

Haemonetics provides a limited product warranty when its products are used in
accordance with published instructions by a properly trained operator. Any
failure to follow the procedures described in this manual could result in impaired
equipment function, injury to the operator or patient, or the voiding of applicable
product warranties. Haemonetics accepts no responsibility for problems resulting
from failure to comply with prescriptions as outlined by the company.

Any modifications estimated as necessary by the customer should be evaluated
by a Haemonetics clinical specialist (or the Haemonetics Customer Care Center).

Safe utilization of Haemonetics material and equipment requires the operator to

correctly handle and dispose of blood-contaminated material. The operator of any
Haemonetics equipment must fully understand and implement the local prevailing
policies and procedures of each facility in which Haemonetics products are used
concerning blood-contaminated material as well as blood products.

It remains solely the responsibility of the customer to fully assess and ensure the
safety of any blood products obtained from Haemonetics prescribed procedures,
prior to further application or use. Haemonetics declines any responsibility for
choices made by the consumer concerning the utilization of these products and by-
products.
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Haemonetics
worldwide
contact
information

Corporate headquarters
Haemonetics Corporation
400 Wood Road
Braintree, MA 02184
USA

Tel.. +1 781 848 7100
Fax: +1 781 848 5106

Haemonetics Austria
Handelsges.m.b.H.
Mariahilfer Strasse 123
3rd Floor

1060 Wien, Austria
Tel.. 0800 29 2777
Fax: 0800 29 2820

Haemonetics Belgium-NV
Braine-L'Alleud Parc de L'Alliance 9
Boulevard de France, bat A

1420 Braine L'Alleud

Belgium

Tel.: (FR): 0800 754 80

Fax: 0800 75512

Tel. (NL): 0800 754 82

Fax: 0800 755 12

Haemonetics BV

Claudius Prinsenhof
Verlengde Poolseweg 34-46
4818 CL Breda

The Netherlands

Tel.. 0800 0222 707

Fax: 0800 0223 066

Haemonetics CZ, spol. s.r.o.
Ptasinskeho 8

60200 Brno, Czech Republic
Tel.. 800 143 243

Fax: 800 143 250

Haemonetics (Hong Kong) Ltd.
Rooms 2202, 22/F

Harbour Centre, 25 Harbour Road
Wanchai, Hong Kong

Tel.: +852 2868 9218

Fax: +852 2801 4380
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International headquarters
Haemonetics S.A.

Signy Centre

Rue des Fléchéres 6

P.O. Box 262

1274 Signy Centre, Switzerland
Tel: +41 22 363 9011

Fax: +41 22 363 9054

Haemonetics France SARL
46 bis, rue Pierre Curie
Z.l. Les Catines

78370, Plaisir, France

Tel.: 0800 90 11 58

Fax: 0800 91 48 76

Haemonetics GmbH
Wolfratshauser Stralle 84
81379 Munich, Germany
Tel.. 0800 180 8890
Fax: 0800 182 8064

Haemonetics Hospitaler LTDA
Avenida Bernardino de Campos, 98
Sobreloja, Paraisio, CEP 04004-040
City of Sao Paulo

State of Sao Paulo, Brazil

Haemonetics India

JMD Regent Square

Regus - Level 6

Mehrauli Curgaon Road
Curgaon - 122 001
Haryana (Delhi-NCR) India
Tel.: +91 124 471 1819
Fax: +91 981 027 3237

Haemonetics Italia SA

Via Senigalia 18/2 - Torre A
Milan 20161

Italy

Tel.: 800 870 200

Fax: 800 870 375

Haemonetics Japan GK
Kyodo Building, 16
Ichiban-cho, Chiyoda-ku
Tokyo 102-0082,Japan
Tel.: +81 3 3237 7260
Fax: +81 3 3237 7330
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Haemonetics Korea

30th Floor ASEM Tower

159-1 Samsung-dong, Kangnam-ku
Seoul 135-798, Korea

Tel.: -M82 2 6001 3280

Fax: 4-82 2 6001 3281

Haemonetics Medical Devices
(Shanghai) International Trading
Company

Room 1103-06 Evergo Mansion
No. 1325 Middle Huaihai Road
200031 Shanghai, China

Tel.: 4-86 21 3406 0700

Fax: -H36 21 5466 8852

Haemonetics Scandinavia AB
Ideon

223 70 Lund, Sweden

Tel.. 020 797 150

Fax.: 020 794 670

Haemonetics Asia
Incorporated Taiwan Branch

26F-1, No. 102, Roosevelt Road Sec. 2

Taipei, Taiwan
Tel.: -H886 2 2369 0722
Fax: 4-886 2 2364 3698

Haemonetics Ltd.

5 Ashley Drive
Bothwell

Glasgow G71 8BS
United Kingdom

Tel.: 4-44 113 273 7711
Fax: 4-44 113 273 4055
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Lebanon Representative Office
Flaemonetics SA

c/o The Regus Group

Azarieh Bldg., Block 3,

5th floor

Regus, Beirut, Lebanon

PO Box 11-503

Russia Representative Office
Haemonetics SA
Smolenskaya Passage
Smolenskaya Square 3
121099 Moscow Russia
Tel.: 47 495 937 8239
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Explaining General Information

Providing an overview

What is the AGP®
215 system?

What is the pur-
pose of this man-
ual?

What is required
to perform a pro-
cedure?

P/N 85271-30, Manual revision EB

In the tradition of its innovative technology, Haemonetics has produced the
ACP 215 - acompact, lightweight, automated cell processing system which is
simple to operate.

The ACP 215 system can perform the following types of procedures:

Prepare collected red blood cell products with glycerol for freezing.

Deglycerolize thawed red blood cell products, removing extra cellular
components, and resuspend the red blood cells in an additive solution.

Wash red blood cell units stored in commonly used AC and additive solu-
tions to remove plasma and extra cellular components.

The ability to process-control the addition and removal of cryroprotectant so-
lution as well as wash banked blood in a closed system significantly improves
the safety and availability of blood products.

This manual is intended to supply anyone involved in using the ACP 215
equipment with information to attain:

An awareness of the purpose of the device and the implications of its pro-
cedures.

An understanding of how to safely operate the system, correctly install the
appropriate disposable material, and troubleshoot any difficulties.

An ability to consistently apply the principles behind safe operation, prop-
er maintenance and correct handling, to ensure optimal results.

The following material is required to perform an ACP 215 procedure:

The ACP 215 device, to process the collected red blood cell products.

A dedicated shaker, to properly mix the blood with procedure-specific so-
lutions.

A disposable set designed for the selected procedure.
Appropriate solutions.
A printer, to provide the operator with printed procedure data.

A sterile connection device, to ensure proper tubing welds.
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Explaining General Information 13

Understanding the use of symbols

Symbols found in  The terms Note, Caution and Warning are used in this manual with the fol-
this document lowing symbols to emphasize certain details for the operator.

Note: provides useful information regarding a procedure or operating technique
when using Haemonetics material.

Caution: advises the operator against initiating an action or creating a situa-
(D tion which could result in damage to equipment, or impair the quality of the
by-products; personal injury is unlikely.
Warning: advises the operator against initiating an action or creating a situation
which could result in serious personal injury to either the operator or the recip-
ient of the product.

e Text preceded by this bullet indicates an item on a list of information for
the operator.

Text preceded by this bullet indicates an action for the operator.

Symbols found on  The following symbols are found on the ACP 215 device.

the device e |EC Standard 60601-1, Medical Electrical Equipment,
Part 1. General requirements for safety.

e |EC Standard 60417-1, Graphical symbols for use on equipment,
Part 1. Overview and application.

Type B
Protection against electric shock, particularly regarding: allow-
able leakage current and reliability of the protective earth con-
nection.

Protective ehrth (ground)

Used to identify any terminal intended for connection to an ex-
ternal conductor, for protection against electrical shock in case
of a fault.

Alternating current
Used to indicate on the rating plate that the device is suitable for
alternating current only.

P/N 85271-30, Manual revision EB
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Explaining General Information

Fuse symbol
Used to identify fuse boxes or the location of a fuse box.

Power OFF
Position of the main power switch indicating disconnection from
the mains.

Power ON
Position of the main power switch indicating connection to the
mains.

Protection against ingress of liquid

Indicates that the enclosure of the device is designed to provide
a specified degree of protection against harmful ingress of water
or liquid into the equipment (under applicable conditions).

Attention (Consult accompanying documents)

Pollution control mark

Pollution control mark for products containing any of the six
referenced substances (Lead, Mercury, Cadmium, etc... )
according to new Chinese regulations.

Electrical and Electronic Equipment Waste

Dispose of the device using a separate collection method
(according to EU and local regulation for waste electrical and
electronic equipment).

Fragile, handle with care

storage conditions, KEEP DRY

storage conditions, temperature level
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Listing ACP 215 device specifications

Dimensions and The approximate weight and dimensions of the ACP 215 device are as fol-
weight lows:

Value (approximate)
Characteristic

Cabinet cover open Cabinet cover closed

Height 67.5 cm [26.5 inches] 43 cm [17 inches]

Width 55 cm [21.5 inches]

Depth 55 cm [21.5 inches] 30.5 cm [12 inches]

Weight 25 kg [56 [b]
Environmental The following environmental conditions should be respected pertaining to
conditions operation and storage of the ACP 215 device.

Condition Value

Operating Temperature 18°Cto35°C

Humidity 95% maximum, non-condensing

Storage temperature range -20° C to 50° C<85% RH

Warning: Equipment not suitable for use in the presence of a flammable anes-
thetic mixture with air or with oxygen or nitrous oxide.

-y Note: Store disposables in a dry place away from solvent vapors and extreme
% temperatures. Storing disposable sets at extreme temperatures or humidity may

cause defects. Inspect all disposable sets and disposable set packaging carefully
before use.

P/N 85271-30, Manual revision EB
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Power require- The power is supplied to the device from an external AC power source. The

ments power source must be properly grounded. Haemonetics will regulate the
proper voltage setting upon installation.The power is supplied to the machine
from an external AC source.

Electrical input power

Rated voltage Rated current Fuse Frequency
100-120 V~ 26 A F5 A, 250 V 50-60 Hz
230V~%x10% 19 A F25 A, 250 V 50-60 Hz

Warning: For continued protection against fire hazard, replace fuse with the
same type and rating.

Enclosure/chassis leakage current specifications*

Condition Polarity Ground Max value
Normal Normal 100 pA
Normal
Reverse Normal 100 pA
Reverse Open 500 pA
Single fault
Normal Open 500 pA

Note: The power source used must be properly grounded.

Caution: The AGP 2 15 device must be operated in an environment compatible to
the requirements of the IEC 60601-1-2:2001 Standard, Electromagnetic compat-
ibility.

Mobile RE communication equipment not approved by Haemonetics and porta-
ble communication equipment can affect the AGP 215 device. Any accessories
and cables not approved by Haemonetics used in conjunction with the device
may increase hazards and influence compatibility with EMG requirements.
Therefore, non-approved accessories and cables must not be used.

In addition, the AGP 2 15 device and accessories must not be placed directly ad-
jacent to, or top of other equipment, unless specifically approved by Haemonet-
ics.
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Figure 2-1, The AGP 215 device with the shaker
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Describing the ACP 215 control panel

Display screen

Display screen
Start/Stop keys
Pump control keys
Programming keys
Shaker key

Keypad

The control panel is located on the inside of the ACP 215 cabinet cover. It consists
of a display screen and a keypad, containing groups of keys used to operate the
device. There is a protective plastic coating on the keypad, which allows for effi-
cient cleaning and disinfecting.

The ACP 215 display screen provides procedural information and posts the
volume of the processed solutions, pump speed, and procedure time. It is used
to guide the operator through the procedure and display warning messages.

HAEMOXETICS*

~ Ny 1
HEEx £S5
2.
~° STOP )

) oy O

voDIFy S SAE. \

3 = PROGRAM o pp  FROGRAV to
. J. \7 ShAKFR
P=?0GRAI/V.NG 5
4,

Figure 2-2, ACP 215 control panel

START and STOP keys

These two keys are active throughout the entire procedure and will provide the
operator with the basic control of starting or interrupting the procedure.

PUMP control keys

These keys allow the operator to START, to STOP, or to increase (arrow up) or
decrease (arrow down) the speed of the pumps during a procedure. The pump
control keys are active when the pump is actually rotating.

PROGAMMING keys

The MODIFY PROGRAM, YES, NO, SAVE PROGRAM keys will allow the oper-
ator to adjust a limited set of parameters, which are presented in each relevant
procedure operation manual.

SHAKER key

This key is used only to start and stop the shaker; speed or amplitude cannot be
modified.
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Describing the ACP 215 cabinet components

Centrifuge system
Solution pump
Blood pump
DPM

SPM

Red valve

White valve
Green valve

9. Blue valve

10. Yellow valve

11. Orange valve

12. SLAD

13. BLAD

14. Line Sensor

15. Solution bag pole

© N URWN

Centrifuge The centrifuge chuck, seated in the centrifuge well, is designed to hold the
system disposable blow molded bowl (BMB) in place during operation and spin the bowl
up to 8000 revolutions per minute (rpm).

The centrifuge lid, referred to as the cover, contains a locking knob; it will secure
the disposable bowl in the chuck while isolating the spinning bowl from the oper-
ator. The centrifuge drain tube, located at the rear of the device, must be
connected at all times to the biohazard waste bag supplied by Haemonetics®.

When installing a bowl, the operator should exert a downward pressure on the
head of the bowl and ensure that the bowl is completely seated. The bowl will
be completely secured once the operator has locked the centrifuge lid.

To remove a bowl at the end of a procedure, the operator should open the centri-
fuge lid and pull upward on the bowl.

Caution: If any abnormality or noise occurs during the bowl seating test related
to the spinning bowl, the operator should interrupt the procedure and remove
and dispose of the disposable set. Initiate a new procedure using a new
disposable set.

Warning: Under no circumstances, should the operator attempt to open the
centrifuge lid if the bowl is still spinning. The bowl must come to a complete
stop before attempting to open the centrifuge for any reason.

Do not use any bowl wbicb cannot be properly seated in the centrifuge chuck.
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Fluid detector

The centrifuge well is equipped with an electronic fluid detection system
designed to detect the presence of liquid. The detector is mounted on the wall of
the centrifuge well. The ACP 215 safety system will automatically stop the centri-
fuge and the pumps if there is contact between liquid of any sort and the fluid
detector.

Pumps Located on the left side of the ACP 215 top deck are two pumps which use peri-
staltic movements to displace fluids through the disposable set tubing.

Figure 2-4, ACP 215 pump rotor

Blood Pump

The blood pump will rotate during certain procedures simultaneously with the
solution pump to direct solution to the RBC bag. As the bowl is filling, the blood
pump directs the RBC product to the bowl.

At the end of certain procedures, the blood pump directs the final product from
the bowl to the final product bag.

Solution Pump

The solution pump will rotate at certain points during the procedures to transfer
solution to the RBC bag.

As the bowl is filling, or when transferring the final product from the bowl back
to the RBC bag or the final product bag, the solution pump is stopped.

Pressure moni- There are two electronically controlled pressure monitors on the ACP 215 device,

tors which function with the correlating filter on the disposable set to measure pres-
sure in the disposable tubing. The pressure monitors provide feedback to the
system about the flow of blood components.

The draw pressure monitor (DPM), located on the left side of the top deck,
measures pressure in the blood line tubing.
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The system pressure monitor (SPM), located on the right side of the top deck,
measures pressure in the effluent tubing. This measurement verifies that the sterile
seal, between the head and the body of the centrifuge bowl, remains intact.

If a pressure monitor detects that pressure is outside of acceptable limits, the ACP
215 safety system will interrupt the procedure and provide an explanatory
message.

Valves There are six pneumatic pinch valves located on the ACP 215 top deck which
automatically control the flow of fluids through the disposable set tubing. These
valves are color-coded to facilitate accurate tubing installation.

The ACP 215 safety system will control the valves during the self-diagnostic tests.
Once the operator has selected a procedure, the appropriate valves will automat-
ically open, in preparation for installing the disposable set tubing. In case of
power failure, the valves revert to a closed status.

Air detectors The ACP 215 device is equipped with two ultrasonic sensors designed to detect
the presence of air, bubbles or foam in the fluids flowing through the disposable
set tubing. The solution line air detector (SLAD) is located to the right of the solu-
tion pump. The blood line air detector (BLAD) is located to the right of the blood
pump.

In the case of an occlusion in the tubing, or an interruption in the fluid flow, the
pump(s) will stop and a message will be displayed with information about the

condition.
-
|
\
|
Figure 2-5, Example of an air detector
Optical line Located on the right side of the ACP 215 top deck is the optical line sensor which
sensor monitors the blood components passing through the effluent tubing.

Caution: The line sensor will not provide accurate readings if the optical lens it
is obstructed in any way; thus the lens must be cleared of any extraneous sub-
stances to ensure proper functioning of the system.
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Further information about specific functions of the line sensor is provided in each
procedure operation manual.

Solution bag pole  Located on right side of the ACP 215 cabinet is a height-adjustable pole, used to
hang solution bags during the procedure. There is a knob located on the base of
the pole that permits the operator to adjust the height of the pole by pulling the
knob outward to extend or retract the pole.

Power entry The power entry module (PEM) is located on the left side panel of the device.

module Externally, the module consists of an ON/OFF power switch and a power-input
receptacle for the power cord. In the case of an emergency, the power switch can
be used to stop all device function.

Internally, the PEM contains the fuse panel. It will interrupt power supply to the
system in the event of an electrical current surcharge. The design of the PEM also
provides a filter-effect for the device against the effects of a power surge.

1. ON/OFF power switch
2. Power infrut receptacle

Power cord The power cord provided by Haemonetics is designed to connect the ACP 215
device with an external power source via the power-input receptacle, located on
the power entry module on the side panel.

Biohazard waste The biohazard waste bag is designed to collect any biologically contaminated
bag material from the centrifuge well in the rare case of a spill or leak. Two biohazard
waste bags are supplied with the delivery of each ACP 215 device.

A bag must be attached at all times to the centrifuge drain tube, located at the
rear of the device. The bag must hang freely, with the clamp open, visible to the
operator.

Warning: The biohazard waste bags are not to be used to collect or store blood
products. Wben a bag contains evacuated waste products, it must be clamped,
removed and properly disposed of, according to the local policies concerning
biologically contaminated material. A new bag must be placed before resuming
operation.
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Describing the shaker and the printer

1. shaker connector port
2. Printer connector port

Figure 2-7, AGP 2 15 rear panel

Shaker During certain procedures, a shaker device manufactured by Haemonetics prop-
erly mixes the blood in the RBC bag with the added solutions. The ACP 215
device provides power to the shaker and controls the shaker operation. The RBC

bag is secured on the shaker platform with magnets.

The operator should connect the shaker to the rear panel of the ACP 215 device
as follows.
Place the shaker device to the left of the ACP 215 device.

Attach the shaker power cord to the connector port labeled SHAKER on
the rear panel of the ACP 215 device.

Secure the connection using the two thumb screws.

Note: When ordering any additional shaker magnets from Haemonetic”, the
following part number should be specified.

e ACP 215 shaker magnets, P/N 09437-00.
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Printer The printer is a satellite unit which provides a procedure summary printout auto-
matically at the end of the procedure. Examples of a printout are provided in each
procedure operation manual. The ACP 215 device controls the printer, however
the printer has an independent power source via a wall unit adapter that converts
AC into DC.

The printer is connected to the rear panel of the device through an RS232 serial
port, using a 9 pin connector. The function of each pin is defined as follows.

Pin Number Definition

1 RS-232C Data Carrier Detect
2 RS-232C Receive Data

3 RS-232C Transmit Data

4 RS-232C Data Terminal Ready
5 RS-232C RS-232C Ground

6 RS-232C Data Set Ready

7 RS-232C Request to Send

8 RS-232C Clear to Send

9 RS-232C Ring Indicator

Connecting the printer
The operator should connect the printer to the rear panel of the device as follows.

Attach one end of the printer serial cable to the serial port labeled PRINT-
ER on the rear panel of the ACP 215 device.

Secure the printer cable to the rear panel connector using the two thumb
Screws.

Attach the other end of the printer serial cable to the serial port located on
the rear panel of the printer.

Secure the cable in to the printer using the two thumb-screws.

Insert the DC plug of the printer AC adaptor-into the power supply jack lo-
cated at the rear of the printer.

Plug the printer AC adaptor power cord into an electric outlet.
Place the printer to the right of the ACP® 215 device.
Power-on the printer.

Ensure that there is enough paper remaining in the printer.

To remove the printer AC adaptor, the operator should:
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Power off the printer first.
Unplug the AC adaptor and the DC plug.

The operator should not touch the pins of the DC plugs.

Note: Further information about replacing the paper or cleaning the printer is

provided in the Operation Manual for the DPU-414 Thermal Printer, Seikol™
Instruments Inc.
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Cleaning procedures

To ensure consistent performance of the device, the operator needs to primarily
perform routine cleaning of the components. A record of routine cleaning should
be kept along with any routine or preventive service maintenance performed by
a Haemonetics® representative. An example of a cleaning and routine mainte-
nance form is provided at the end of this chapter. Annual preventive mainte-
nance should be performed by a Haemonetics service representative.

The frequency and type of cleaning each ACP 215 device will depend on the
number of procedures performed. Special cleaning needs may arise and should
be dealt with promptly. Haemonetics recommends the following routine
cleaning schedule for each device, based on an average of three procedures per
day, or approximately sixty per month. Adjustments should be made to the
cleaning schedule according to the actual number of procedures performed.

e Daily: Clean the exterior surfaces.

e Weekly: Clean the pressure monitors, air detectors, optical sensors (line
sensor and optical bowl! sensor), the fluid detector and the inside of the
centrifuge well.

e Monthly: Clean the pump rotors and the pump wells.

e Quarterly: Clean the filter screens.

must clean the ACP 215 device only when it is disconnected from an external
power source.

A Warning: To eliminate the potential danger of electrical shock, the operator

Listing tools and A tool kit has been included with each device containing the following articles.
Cleamng Supp“es » Phillips-head screwdriver, to remove the retainer plate from the air vent.

e Allen (hexagonal head) wrench, to remove the pump heads from the pump
assembly.

e A brush, to remove loose debris within the roller assembly.

« Silicon lubricant, used for the O-ring gasket of the centrifuge chuck.
The following list describes the basic material required for routine cleaning.
» Disinfectant cleaning solution, specific for blood borne pathogens.

Clear warm water.

70% lIsopropy! alcohol.

Lint-free gauze or cloth for cleaning and drying.
» Cotton swabs.
e Protective gloves.

e Spray bottle, recommended for cleaning the centrifuge well.
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Caution: Electric shock hazard, do not remove back panel. Refer to servicing to
qualified service personnel.

Caution: Do not use solvents, strong alcohol solutions, or abrasive cleaning
agents. The following cleaning solutions or active ingredients have been tested
for use on the ACP 215 device:

e 12.5% Benzaikonium Chloride solution

e 70% Isopropyl Alcohol

8% Glutaraldehyde solution

Coverage Plus solution

10% bleach/90% water solution (cannot be used on air detector)

10% bleach/90% water solution may fade the color of the device over time with
continued use.

If there is no established institutional policy for decontamination, Haemonetics
recommends that blood spills be cleaned with a cleaning solution followed by a

wipe down with distilled/sterile water. Use lint-free gauze or cloth to apply the
cleaning solution and water.

Exterior surfaces, The exterior cabinet, keypad, display screen, valves, shaker and printer should

valves, shaker be wiped daily, as well as following any spill, using an appropriate cleaning solu-
and printer tion.

Pressure The pressure monitors (DPM/SPM) should be cleaned in the following manner.
monitors

Depress and hold the white ring as if installing the disposable filter.

Wipe the silver rod thoroughly in a circular motion, using isopropyl
alcohol or warm water.

Dry the rod and release the pressure on the ring.

Caution: It is very important to completely dry the pressure monitor rod before
installing the disposable set. Alcohol or cleaning solution residue could cause a
reaction with the plastic material of the corresponding disposable set filter and
affect the function of the filter.

Air detectors The air detectors (SLAD/DLAD) are designed with a groove to hold the disposable
tubing. The contents of the tubing are monitored by the sensors which are located
internally on either side of this groove. If a procedure is interrupted due to an air
detector alarm, the operator should remove the tubing and clean the groove
before continuing the procedure.
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The operator should use only warm water and lint-free gauze to clean and dry
inside of the tubing grove. The groove should be kept free of any particles, such
as powder residue from disposable gloves, since this could lead to an erroneous
detection of air.

Caution: Alcohol may cause the plastic housing to degrade and must not be used
to clean the air detectors.

Optical line The line sensor contains two very small lenses which are centered on either side

sensor of the disposable tubing groove. The lenses must be kept completely free of parti-
cles or debris which could produce inaccurate readings and influence the device
performance.

The operator should carefully pass lint-free gauze moistened with warm water
only through the groove to clean, then dry the lenses.

Caution: If cleaning solution should come into contact with the optical sensor
lenses, the lenses should be cleaned immediately with lint-free gauze and warm
water, then thoroughly dried. Dried cleaning solution can leave an opaque film
on the lens.

Pumps Remove debris from the rotors and the pump wells on a routine basis, as well as
after any spills, to ensure efficient operation.

Use the following steps for routine cleaning:
Loosen the pump screw and remove the pump rotor from the housing.
Clean the pump well using warm water and lint-free cloth or gauze.
Dry with lint-free cloth (or compressed air, if available).
Spray the rotor with a center approved cleaning solution.

Hold the rotor under running water, rolling the guides and rollers back and
forth to allow the water to flush any accumulated debris.

® Caution: Do not allow the rotors to sit immersed in fluid.

Gently shake the excess water out of the rotor.
Dry the rotor with a lint-free cloth and allow to air dry at least an hour.
Ensure that all of the rollers spin freely.

Place the rotor onto the pump shaft, rotating until the grooves on the
bottom of the rotor drop onto the drive pin on the pump shaft.

Replace and tighten the pump screw.
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Note: The pump screw will not tighten if the pump head is not properly aligned
with the pump shaft.

In the case of a fluid spill, use the same cleaning method but use disinfectant
cleaning solution, followed by a clear water rinse. Do not immerse the pump
rotor in water.

Fluid detector The fluid detector is located inside of the centrifuge well. The surface of the
detector should be cleaned using a cotton swab moistened with 70% alcohol.

Centrifuge The centrifuge well, chuck, hinged lid and locking knob can be wiped routinely
components using the cleaning solution and a lint-free cloth.

After a major cleaning, the operator should apply a small amount of the silicon
lubricant to the O-ring gasket to prevent it from cracking. It is not necessary to
remove the gasket when applying the lubricant.

Cleaning after a blood spill
In the case of a blood spill, the operator should:

Power off the device and disconnect it from the external power source
before cleaning.

Ensure that the equipment waste bag is attached to the drain tube and
hangs freely.

~ Wipe the centrifuge lid with cleaning solution.

Clean the centrifuge chuck and well using the disinfectant solution and a
lint-free cloth until all traces of blood components are removed.

Lubricate the O-ring gasket with a small amount of the silicon lubricant.

Haemonetics recommends that the operator wear protective gloves to avoid
direct contact with the cleaning solution and/or any spilled blood which may be
present.

In the case of a larger spill, fluid and/or blood may be evacuated into the
biohazard waste bag. The operator should complete the following additional
steps and contact the local Haemonetics representative for further instructions
before using the device.

Wipe away as much blood as possible with gauze pads.

Irrigate the centrifuge drain holes with cleaning solution, until the drain
tube is rinsed clear of the spilled material.

Remove the bag and replace it with a new bag.

Dispose of the used waste bag according to local established policies
concerning the disposal of biohazard waste.
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Note: A 50 ml syringe attached to a 20 cm section ofdisposable tubing placed In
the drain holes can be used for irrigation. The biohazard waste bag should be
monitored to avoid overfilling.

Warning: An authorized Haemonetics technician should perform a leakage
current control after any major fluid spill involving the ACP 215 device. Leakage
current represents a primary indication of electrical shock hazard and should
be checked according to guidelines as described in local standard operating
procedures.

Filter screens The ACP 215 device is equipped with filter screens on the bottom of the cabinet,
which eliminate dust from incoming cool air. The filters should be cleaned
routinely, especially if dust becomes visible on the screens.

To clean the filters, the operator should:
Remove the retainer plates using a Phillips-head screwdriver.
Remove the filter screens from the panel.
Rinse the screens under running water - DO NOT use any cleaning agents.
Gently squeeze the screens to remove excess water.
Place the screens on a clean, dry cloth and allow to dry completely.

Reinsert the screens into the panel, ensuring that all openings are
completely covered by the filter.

Replace the retainer plates and tighten the screws.

Warning: To avoid electrical shock, the filter screen should be completely dry
before it is reinstalled on the ACP 215 cabinet.
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Customer service

Clinical training

Field service

Product Return

Guidelines

A

Haemonetics employs a staff of Clinical Specialists to provide training in the use
of the ACP 215 equipment. The local Haemonetics representative will schedule
staff training upon delivery of the ACP 215 equipment and should be contacted
to organize further instruction when needed.

Haemonetics maintains a worldwide network of company-trained service repre-
sentatives responsible for responding to technical needs concerning equipment.
These technical specialists are available to diagnose and repair any malfunctions,
as well as provide routine annual or semi-annual maintenance of the equipment,
including leakage current tests. If service beyond the routine maintenance and
cleaning described in this manual is required, the local Haemonetics representa-
tive should be contacted to provide specific instruction.

If for any reason merchandise must be returned to the company, the customer
should contact the local Haemonetics repesentative to arrange for repairs or
returns using procedures to ensure proper handling and subsequent analysis. No
returns will be accepted without advanced authorization.

Warning: Haemonetics products must be properly cleaned and packaged prior
to their return. It remains an important responsibility of the customer to reduce
potential health hazards by being aware of the risks involved in the shipping,
handling and testing of this material. Units returned to Haemonetics for repair
are subject to biohazard charges if any component is contaminated with blood
or blood products.
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Haemonetics® Cleaning and maintenance record

DEViICe SEHal NUIMDIEE: ..o

Action January Febr.

Clean cabinet, control panel, valves, shaker and
printer

Clean air detectors

Clean pump rotors

Clean centrifuge cover and well

Clean optical line sensor

Clean air filters

Inspect O-ring: apply silicon lubricant
Clean DPM and SPM

Verify biohazard waste bag

Maintenance performed by:
(date and initials)

Reviewed by:
(date and initials)

May June July

August Sept. Oct. Nov.

Annual preventive maintenance should be scheduled by a supervisor when appropriate and performed by a Haemonetics® service representative or a qualified engineer.

Annual maintenance PerforMed DY: ... bbb

REVIBWEA DY: ottt bbb
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Date PerformMed: ...t

Dec.
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Handling the ACP 215 equipment

Safe and successful ACP 215 operation will depend in part on the proper routine
handling of the ACP 215 equipment. The operator should be aware of the prob-
lems which could result if the device or disposable material is stored, installed or
used incorrectly.

Storing the The ACP 215 device must not be operated or stored in an area where flammable
device and gases or vapors are present. The ACP 215 disposable set material should be kept
material in a dry, well-ventilated area and isolated from any chemical vapors. The operator

should handle the disposable set elements with clean, dry hands or gloves.

Warning: Equipment not suitable for use in the presence of a flammable
anesthetic mixture with air or with oxygen or nitrous oxide.

Inspecting the Prior to installation, the operator should complete a visual inspection of the dis-
material posable set elements and control for twisted or flattened sections.

After installing the disposable set, the operator should verify the correct place-
ment of the individual elements, prior to initiating a procedure. It is important that
the tubing remain free of any twists or occlusions which could cause a flow
obstruction.

Warning: Upon completion of any procedure, the used disposable should be
considered as biologically contaminated. It must be disposed of according to
local standard operating procedure for the removal of such material and should
not be mixed with non-biologically contaminated waste.

Installation Installation of the disposable set is explained in detail in each procedure opera-
tion manual.

The following disposables may be used with the ACP 215:

List No. Protocol

LN 225 Glycerolization

LN 235 Deglycerolization and Cell Wash
LN 236 Deglycerol ization
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Preventing problems during an ACP 215 procedure

Understanding Hemolysis involves the destruction of red blood cell membranes, with the release
the risk of of free hemoglobin into the plasma portion of the blood. Free hemoglobin does
hemolysis not have the capacity to transport oxygen and can produce serious problems. The

remnants of the red cell can stimulate clot formation and damage the vascular
nature of the lungs and the kidneys. This could lead to respiratory complications
and/or renal failure.

Hemolysis of red cells can occur during a procedure in the rare event of a
mechanically induced situation, such as overheating or excessive pressure.

Warning: Forcing a pump to work against a severe flow restriction can lead to
hemolysis, and thus, consequently high levels of free hemoglobin. It is important
that the operator remain attentive to this fact in the case of any "high pressure™
alarms during operation.

If there is any suspicion that hemolysis has occurred, the operator should follow
the local SOP applicable in this type of situation. The operator should also con-
tact the local Haemonetics® representative if there is any suspicion of a mechan-
ically induced problem.

Avoiding the As the bowl is filling, a flow restriction in the effluent tubing can create pressure
consequences of on the outlet port of the disposable bowl. This unrelieved pressure can deform
flow restriction the rotary seal of the disposable bowl. If the functional characteristics of the

rotary seal are altered, the increased friction and excessive heat can make the
contents of the bowl unsuitable for further use.

As the bowl is emptying, a flow restriction in the effluent tubing can cause the
pressure in the centrifuge bowl to drop severely. This sudden drop in pressure
could potentially produce hemolysis.

To eliminate these potential problems, the operator should not clamp the effluent
tubing.
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Avoiding bowl An improperly installed disposable bowl can become misaligned as it spins. This

misalignment can create excessive friction, and consequently overheat the bowl contents. The
operator should follow the bowl seating procedure to ensure proper placement
of the bowl in the centrifuge.

in the centrifuge chuck. Overheating can occur, subsequently lead to hemolysis
and make any blood being processed unsafe for reinfusion. During operation
the operator should interrupt the ACP 215 procedure if an abnormality or noise
occurs, related to the spinning bowil.

A Warning: The operator must not use any bowl which cannot be properly seated

Avoiding Overheating could also result from a mechanical or maintenance-related prob-
o\/erheating due lem, such as a defective bearing or seal within the centrifuge well. In this case,
to mechanical the operator should contact the local Haemonetics representative and discon-

situations tinue use of the device until it is serviced.

Warning: If any component of tbe ACP 215 device has become overheated
during a procedure, and thus overheats the blood being processed, the blood
components cannot be considered safe for re-infusion.
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Warnings for the operator

A

Electrical shock
hazards

Leakage current
control

Mechanical
hazards/rotating
parts

Power outlet
connection

The operator should always use the ACP 215 device with clean, dry hands, or
gloves. The internal parts of the device contain various electrical components.
Contact with any of these components, when the device is connected to an exter-
nal powered source, could result in an electrical shock to the operator.

The operator should never remove any of the ACP 215 cabinet panels. Mainte-
nance requiring access to the inner cabinet remains the responsibility of a Hae-
monetics-trained technician.

Each ACP 215 device receives a careful inspection for leakage current prior to
leaving the factory. Haemonetics recommends that a control be performed for
leakage current by an authorized representative as part of the annual preventative
maintenance. It remains the responsibility of the facility to ensure that this control
is performed.

In the event of any major spill in which fluid may enter the cabinet, the operator
is responsible to ensure that a leakage current test is performed before re-using
the device. The test is necessary to avoid the risk of electrical shock and should
be conducted by a Haemonetics trained technician.

As with any equipment containing rapidly rotating parts, the potential for severe
injury exists if contact is made, or if clothing becomes entangled with the moving
parts. The ACP 215 device contains a safety feature, designed to prevent the cen-
trifuge from spinning if the system has not been properly secured. However, the
operator should respect the usual precautions taken when working with equip-
ment containing rotating mechanical parts.

The power cord supplied by Haemonetics is a hospital grade power cord. Do not
replace the power cord with a substitute. If necessary, contact the Haemonetics
Customer Care Center for a replacement. Always ensure the power cord is con-
nected to an appropriately grounded power source. To comply with the IEC
60601-1-1:2000 Standard for Medical Electrical Equipment, general require-
ments for safety, an additional Multiple Socket-Outlet or extension cord shall not
be connected to the ACP 215 device.
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Communicable Despite testing and screening to detect communicable diseases such as hepatitis,
disease syphilis or HIV, the risk remains that the blood being processed may be infected.
precautions The operator must take the appropriate precautions when handling blood prod-

ucts and disposing of blood-contaminated material, to ensure personal safety as
well as the safety of others who may come in contact with the material.

Proper handling of blood contaminated material

If a leak or blood spill should occur, it should be cleaned immediately. The oper-
ator should follow the local standard operating procedure outlining the steps to
follow and product(s) to be used for the disinfection of blood-contaminated mate-
rial.

If any blood-contaminated material must be returned to Haemonetics® for further
inspection, the operator should consult the product return guidelines as
described in the chapter Maintaining the ACP*" 215 Equipment.

Proper disposal of biologically contaminated materials

Any disposable material used during an ACP 215 procedure is considered as bio-
logically contaminated. It must be disposed of according to local standard oper-
ating procedure for the removal of such material and should not be mixed with
non-biologically contaminated waste.

P/N 85271-30, Manual revision EB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Chapter 5

Troubleshooting for the ACP® 215

Device
LISTING SYSTEM ERROR MESS A GES ... oottt et s eees et seeseete s e e stesennesnees 5-2
LISTING INTERRUPT SAFETY SYSTEM MESSAGES. ... eeeeeeeeeane 5-5
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Listing system error messages

When the ACP 215 device is powered-on, several internal tests are performed.
Any test failure will interrupt the test sequence and a system error message will
be displayed. If a message of this type is displayed, the operator should record the
message, power off the device and contact Haemonetics® Field Service.

If for any reason the system has been powered off, or an unexpected power
failure has occurred during a procedure, there is no automatic recovery proce-
dure. The operator should follow the local SOP applicable in this type of situa-
tion.

The following table lists the system error messages with a corresponding code
number and relevant operator actions.

System Error Message Corrective Action

CPU OPERATION ERROR 1. Power off the ACP 215 device.
CODE =4 2. Contact Flaemonetics Field Service.
Please POWER OFF
ROM TEST FAILURE 1. Power off the ACP 215 device.
CODE =5 2. Contact Haemonetics Field Service.
Please POWER OFF

CALIBRATION CRC FAILURE
CODE =7
Please POWER OFF

DPM FAILED 20% ANALOG TEST
CODE =10
Please POWER OFF

DPM FAILED 50% ANALOG TEST
CODE =10
Please POWER OFF

DPM FAILED 80% ANALOG TEST
CODE =10
Please POWER OFF.

SPM FAILED 20% ANALOG TEST
CODE =11
Please POWER OFF

SPM FAILED 50% ANALOG TEST
CODE =11
Please POWER OEE
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Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.
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System Error Message

SPM FAILED 80% ANALOG TEST
CODE=1
Please POWER OEE

XXX* VALVE POSITION FAULT
CODE =12
PLEASE POWER OFE

XXX DENOTES THE COLOR OF THE VALVE

WATCHDOG ERROR
CODE =14
Please POWER OEF

WATCHDOG ERROR
CODE =15
Please POWER OFF

LINE SENSOR VOLTAGE TOO LOW
CODE =50
Please POWER OEF

LINE SENSOR VOLTAGE TOO HIGH
CODE =51
Please POWER OFF

CONFIGURATION CRC FAILURE
CODE =52
Please POWER OFF

SPM FILTER INTERLOCK FAILURE
CODE =502
Please POWER OFF

DPM FILTER INTERLOCK EAILURE
SPM EILTER INTERLOCK FAILURE
CODE =504
Please POWER OFF

DPM FILTER INTERLOCK EAILURE
CODE =507
Please POWER OFF

AIR DETECTOR EAULT; [SLAD]
CODE =509
Please POWER OFF
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Corrective Action

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.

Power off the ACP 215 device.

. Contact Haemonetics Field Service.
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System Error Message

AIR DETECTOR FAULT: [BEAD]
CODE =510
Please POWER OFF

DPM OUT OF TOLERANCE
CODE =514
Please POWER OFF

SPM OUT OF TOLERANCE
CODE =515
Please POWER OFF

CPU RELAY CLOSING FAILURE
CODE =701
Please POWER OFF

CPU RELAY OPENING FAILURE
CODE =702
Please POWER OFF
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Corrective Action

1. Power off the ACP 215 device.
2. Contact Haemonetics Field Service.

1. Power off the ACP 215 device.
2. Contact Haemonetics Field Service.

1. Power off the ACP 215 device.
2. Contact Haemonetics Field Service.

1. Power off the ACP 215 device.
2. Contact Haemonetics Field Service.

1. Power off the ACP 215 device.
2. Contact Haemonetics Field Service.
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Listing interrupt safety system messages
Specific inputs are checked at 50 ms intervals during an ACP 215 procedure. If
an error is detected, all peripherals are shut down, and an error message is
displayed.

For most these of situations, the procedure can be automatically recovered.
However, in some of these situations, the operator will be required to power off
the device and the procedure cannot be recovered.

The following table list these messages which may be displayed during a proce-
dure and the relevant operator actions.

Interrupt Safety System Message Corrective Action

CENTRIFUGE OVERSPEED 1. Press the YES key to continue.
PRESS YES TO CONTINUE 2. If the message persists, stop the procedure and contact
Haemonetics Field Service.
CENTRIFUGE UNDERSPEED 1. Press the YES key to continue.

PRESS YES TO CONTINUE 2. If the message persists, stop the procedure and contact
Haemonetics Field Service.
CENTRIFUGE COVER UNLOCKED 1. Verify the position of the cover lock and ensure that it is in

PRESS YES TO CONTINUE

the locked position.

2. Press the YES key to resume the procedure.
3. If the message persists, stop the procedure and contact
Haemonetics Field Service

DPM FILTER NOT INSTALLED 1
PRESS YES TO CONTINUE

Ensure that the DPM filter is correctly installed on the draw
pressure monitor and reinstall if necessary.

2. Press the YES key to resume the procedure.

3. If the message persists, stop the procedure and contact
Haemonetics Eield Service.

SPM FILTER NOT INSTALLED 1
PRESS YES TO CONTINUE

Ensure that the SPM filter is correctly installed on the
system pressure monitor and reinstall if necessary.

2. Press the YES key to resume the procedure.

3. If the message persists, stop the procedure and contact
Haemonetics Field Service

XXX* VALVE POSITION FAULT 1
PRESS YES TO CONTINUE 2.

Press the YES key to continue.
If the message persists, stop the procedure and contact
Haemonetics Field Service.

*XXX DENOTES THE COLOR OF THE VALVE

BLOOD PUMP POSITION FAULT 1
PRESS YES TO CONTINUE

Ensure that the tubing is properly installed in the blood
pump and reinstall if necessary.

2. Press the YES key to resume the procedure.

3. If the message persists, stop the procedure and contact
Haemonetics Field Service
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Interrupt Safety System Message

SOLUTION PUMP POSITION FAULT

PRESS YES TO CONTINUE

BLOOD PUMP WRONG DIRECTION

PRESS YES TO CONTINUE

SOLUTION PUMP WRONG DIRECTION

PRESS YES TO CONTINUE

CHECK SHAKER CONNECTION
PRESS YES TO CONTINUE

FLUID IN CENTRIFUGE DETECTED
Please POWER OFF

WATCHDOG ERROR
Please POWER OFF

SOFTWARE WATCHDOG FAULT
INVALID STATE

CODE =802
Please POWER OFF

SOFTWARE WATCHDOG FAULT
CURRENT MODULE ID = XXX*
EXPECTED MODULE ID = XXX
CURRENT STATE = XXX
CODE =800
Please POWER OFF

* XXX DENOTES THE VALUE DISPLAYED
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Corrective Action

1

Ensure that the tubing is properly installed in the solution
pump and reinstall if necessary.

Press the YES key to resume the procedure.

If the message persists, stop the procedure and contact
Haemonetics Field Service

Press the YES key to continue.
If the message persists, stop the procedure and contact
Haemonetics Field Service.

Press the YES key to continue.
If the message persists, stop the procedure and contact
Haemonetics Field Service.

Ensure that the shaker connector is attached to the rear pan-
el of the ACP 215 device.

Press the YES key to resume the procedure

If the message persists, stop the procedure and contact
Haemonetics Field Service.

If there is a spill in the centrifuge, the centrifuge and pump(s)
will stop.

1
2.

3.

Power off the ACP 215 device.

Refer to the appropriate section of the manual for guidance
on handling a blood spill.

Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.

Power off the ACP 215 device.
Contact Haemonetics Field Service.
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Interrupt Safety System Message

INTERNAL SOFTWARE ERROR
MODULE: XXX*
LINE: XXX
STATE: XXX
PARAM: XXX

* XXX DENOTES THE VALUE DISPLAYED

INTERNAL SOFTWARE ERROR
CALL HAEMONETICS FIELD SERVICE
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Corrective Action

1. Power off the ACP 215 device.
2. Contact Haemonetics Field Service.

1. Power off the ACP® 212 device.
2. Contact Haemonetics® Field Service.
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Reference information

APPENDIX A: IEC 60601-1-2:2001 STANDARD REQUIREMENTS.......cccccvuvnne. 6-2
OPEration PreCAUTIONS ..ottt 6-2
Electromagnetic iM M UNITY ..ot 6-2

P/N 85271-30, Manual revision EB

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



6-2 Explaining General Information

Appendix A: IEC 60601-1-2:2001 standard requirements

Caution: The AGP 2 !'" device must be operated in an environment compatible
to the requirements of the IEC 60601-1-2 Standard, Electromagnetic
compatibility (EMC).

Ope ration A power cord is supplied with the device. Do not replace the power cord with a

precautions substitute. If necessary, contact the Haemonetics® Customer Care Center for a
replacement. Always ensure the power cord is connected to an appropriately
grounded power source.

Mobile radio frequency (RF) communication equipment not approved by
Haemonetics and portable communication equipment can affect the system. Any
accessories and cables not approved by Haemonetics used in conjunction with
the device may increase hazards and influence compatibility with EMC require-
ments. Therefore, non-approved accessories and cables must not be used.

In addition, the Cymbal device and accessories must not be placed directly adja-
cent to, or on top of other equipment, unless specifically approved by Haemon-
etics.

Caution: Grounding reliability can only be achieved when the equipment is
connected to a properly grounded outlet.

Electromagnetic

immunity
Note: The Cymbal device is intended for use in the electromagnetic environment
specified below. The customer or operator of the Cymbal device should ensure
that it is used in such an environment.
Emissions test Compliance Electromagnetic environment guidance
RF emissions Group 1 The Cymbal system uses RF energy only for its
CISPR 11 internal functions. Therefore, its RF emissions
are very low and are not likely to cause any
interference in nearby electronic equipment.
RF emissions Class A The Cymbal system is suitable for use in all
CISPR 11 establishments, other than domestic establish-
. - ments and those directly connected to the
Harmonic emissions Class A .
IEC 61000-3-2 public low-voltage power supply network that

supplies buildings used for domestic purposes.
Voltage fluctuations/flicker emissions Complies
IEC 61000-3-3
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Immunity test

Electrostatic dis-
charge (ESD) IEC
61000-4-2

Electrical fast
transient burst
IEC 61000-4-4

Surge
IEC 61000-4-5

Voltage dips,
short interrup-
tions, voltage
variations on
power supply
input lines.

EC 61000-4-11

Power frequency
(50/60 Hz)
magnetic field
EC 61000-4-8

6-3

Note: The Cymbal system is intended for use in the electromagnetic environment
specified below. The customer or operator of the Cymbal system should ensure
that it is used in such an environment.

IEC 60601 test level

+6kV contact
+8 kV air

+2 kV for power supply
lines

+1 kV for input/output
lines

+1 kV differential mode

+2 kV common mode

<5% Uj
(>95% dip in U-d for
0,5 cycles

40% Uj
(60% dip in E/j)
for 5 cycles

70% uj
(30% dip in
for 25 cycles

<5% uj
(>95% dip in uj)for5
sec.

3 A/m

Compliance level

+6kV contact
+8 kV air

+2 kV for power supply
lines
+1 kV for input/output
lines

+1 kV differential mode
+2 kV common mode

<5% Uj
(>95% dip in uj) for
0,5 cycles

40% uUj
(60% dip in Uj)
for 5 cycles

70% uj
(30% dip in (7))
for 25 cycles

<5% Uj
(>95% dip in uj) for 5
sec.

3 A/m

NOTE: Uj is the AC mains voltage prior to application of the test level.
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Electromagnetic environment
guidance

Floors should be wood, con-
crete or ceramic tile. If floors
are covered with synthetic
material, the relative humidity
should be at least 30%.

Mains power quality should be
that of a typical commercial or
hospital environment.

Mains power quality should be
that of a typical commercial or
hospital environment.

Mains power quality should be
that of a typical commercial or
hospital environment.

If the operator of the Cymbal
system requires continued
operation during power mains
interruptions, it is recom-
mended that the

Cymbal system be powered
from an uninteruptable power
supply or battery or Haemonet-
ics approved battery.

Power frequency magnetic
fields should be at levels char-
acteristic of a typical location
in a typical commercial or hos-
pital environment.
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Note: The Cymbal system is intended for use in the electromagnetic environment

% specified below. The customer or operator of the Cymbal system should ensure
that it is used in such an environment.

Immunity test IEC 60601 test level Compliance Electromagnetic environmental guidance
level

Portable and mobile RE communication
equipment should be used no closer to
any part of the Cymbal system, including
cables, than the recommended separation
distance calculated from the equation
applicable to the frequency of the trans-
mitter.

Recommended separation distance:

NOTE 1. At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Eield strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and
land mobile radios, amateur radio AM and EM broadcast and TV broadcast cannot be predicted theoreti-
cally with accuracy. To asses the electromagnetic environment due to fixed RE transmitters, an electromag-
netic site survey should be considered. If the measured field strength in the location in which the Cymbal
system is used exceeds the applicable RE compliance level above, the Cymbal system should be observed
to verify normal operation. If abnormal performance is observed, additional measures may be necessary,
such as reorienting or relocating the Cymbal system.

Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Immunity test IEC 60601 test level Compliance
level
Conducted RF 3Vrms 3Vrms
IEC 61000-4-6 150 kHz to 80 MHz
3V/m
Radiated RF 3V/m
IEC 61000-4-3 80 MHz to 2.5 GHz

Electromagnetic environmental guidance

d=127p

d=127p 80 MHz to 800 MHz

d=237p 800 MHzto25 GHz

Where P is the maximum output rating of
the transmitter in watts (W) according to
the transmitter manufacturer and d is the
recommended separation distance in
meters.

Field strengths from fixed RF transmitters,
as determined by an electromagnetic site
survey* should be less than the compli-
ance level in each frequency range**.
Interference may occur in the vicinity of
equipment marked with the following
symbol:

NOTE 1. At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by

absorption and reflection from structures, objects and people.

Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and
land mobile radios, amateur radio AM and EM broadcast and TV broadcast cannot be predicted theoreti-
cally with accuracy. To asses the electromagnetic environment due to fixed RE transmitters, an electromag-
netic site survey should be considered. If the measured field strength in the location in which the Cymbal
system is used exceeds the applicable RF compliance level above, the Cymbal system should be observed
to verify normal operation. If abnormal performance is observed, additional measures may be necessary,

such as reorienting or relocating the Cymbal system.

Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Note: The Cymbal system is intended for use in the electromagnetic environment
specified below. The customer or operator of the Cymbal system should ensure
that it is used in such an environment.

Rated maximum output Separation distance according to frequency of transmitter
power of transmitter
150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2,5GHz
W
d =\.2jP d= 12Vp d=23Vp
0.01 0.12 0.12 0.23
01 0.38 0.38 0.73
1 12 12 2.3
10 38 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance
d in meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P
is the maximum output power rating of the transmitter in watts (W) according to the transmitter manufac-

turer.
NOTE 1. At 80 MHz, the separation for the higher frequency range applies.
NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by

absorption and reflection from structures, objects and people.
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JOKyMeHT coaep>knT 50 CLUMTBIX, NMPOHYMEPOBaHHbIX M OrneYaTaHHbIX CTpaHuLy

HOnusa MepnvaH

/Moanvics/

Cneumanuct otagena
HOPMaTUBHO-MPaBOBOrO PerynpoBaHus
19 masa 2016

/Wtamn: F'emoHeTuKc KoprnopeniuH

400 Byp Poyn
BpeiiHTpn, Maccauycetc 02184 CLUA
1-800-225-5242/

HacTosLwuin nepeBof, ¢ aHIIMIACKOrO s3biKa Ha PYCCKUIA BbIMOSIHEH MHOW, NepeBoavmMkomM KoToBoii
EBreHveit AHAopeeBHOW. AeHTUYHOCTL NepeBoa NoATBEPXKAALO. N
"3Ba
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Elalmfl-@pla)CBep,qVI"Kom coECIM MAHv/HOI ﬂlo,q"l'lbl

nﬁ@(ﬁ\w&/ 7R

dO\ClaEaa
Eiabua-o|'cnI11r|/i-|'[ﬁg%pg0??{q0 = |'| 5X?
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<Cc> / "CHO

Homep pokymeHTa S527J-3C!, pepakumna pykosoactesa EB
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