THIS DOCUMENT IS FOR TRAINING PURPOSES ONLY.
PLEASE REFER TO THE OPERATOR'S MANUAL FOR COMPLETE INSTRUCTIONS.
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Introduction

COURSE DESCRIPTION

This course is intended to provide dry acid mixing training to inexperienced and
experienced operators of the 99 and 132 Gallon Fresenius Medical Care
GranuFlo® Dissolution Units.

TEXT AND REQUIRED SUPPLIES / EQUIPMENT

O P/N 450385-03 GranuFlo® | Version 2 Citrasate® DRY update kit— Operators Manual
O P/N 450368-03 GranuFlo® Il Citrasate® DRY update kit — Operators Manual
O GranuFlo® | or GranuFlo® Il Ver. 2 (Installed by FMCNA Qualified Technician.)
Q Citrasate® Dry Acid Update Kit (160157 or 160158)
O Hydrometer and Hydrometer Cylinder
0O Thermometer (min. req. 25°C =5 °C (68 ° to 86 °F) and accuracy =1 °C (3.6 °F)
0 Bucket/Container (approx. 3.5 gal)
Q pHoenix Meter (EMD pH-indicator strips, Cat. #9590 or equivalent)
Q PPE Equipment (Eye Protection and Gloves)
Q 1 micron filter
= rreses AR ot oy

v

MEDICAL CARE



Dissolution Units Overview

GranuFlo® Il Dissolution Unit
| ] -y

GranuFlo® | (Ver. 2) Dissolution Unit
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CONTROL PANEL

. " Time Remaining Indicator
There are tvéo (2)| pre- Dissolution Cycle status Indicators
programmed cycies : / \ Rinse Cycle Status Indicators
= RINSE CYCLE r / 7 \ }
= DISSOLUTION Step Mode: ' T )
CYCLE ON/OFF Button K. (] e et
P ON FEMAINING
= The CONTROL PANEL | i~

will display the
GranuFlo® Dissolution cycle pAuse
Unit STATUS at any  PushButton

given time. Cycle STEP _—

Push Button
=  The left side of the
panel displays the

—]

Dissolution Cycle
START Push

rresenius Mecdical Care
DISSOLUTION CYCLE. Button
* The right side of the Rinse Cycle /

i START Push
control panel displays Button
the RINSE CYCLE.
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EXTERNAL COMPONENTS

Small Access Port Lid

Control Panel

Transfer Hose Holder

_— S— 120 VAC Power Cord

Water Inlet, Drain Outlet
(location will vary)

Main Transfer Ball Valve ~ { ...

Transfer Output Connection

Leveling Feet (All items under unit) —
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INTERNAL COMPONENTS

Spray Ball Mixer Motor

e

Final Fill Sensor

=y, Mid Level /

—>>
Sensor

25 Gallon Sensor ~

155

Mixing Jets | -
yd \

. [ /7 |
Tank Filter Stand L Mixer \ =,

Sensor Shaft Propellers (2)
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BASIC HYDRAULICS

=1 ~ J—
H _ \@/ -
= = T
e L N
3/4” Barb: Water Input \ Q '
© — J

. I
__'Q 3/4” Barb: Drain Output LJ

[ \ ‘ i _’
132 GranuFlo® Unit: Bottom View; Input/Drain Location

99 GranuFlo® Unit: Top View of Piping/Valve Manifold
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Mix Process Overview

Operators Manual
Section 13

Failed / Residual

Transfer
Stage

Unit Dissolution
Preparation Cycle

Step #1 Step #3

Step #4

Operators Manual Operators Manual Operators Manual Operators Manual Operators Manual
Section 5.0 Section 6.0 Section 7.0 Section 7.1 Section 7.2
Section 7.3
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UNIT PREPARATION
Step #1

Operators Manual:
Section 5.0
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Unit Preparation (Mix Process Step #1)

Operators Manual Section 5.0

Power cord is connected to 120 volts,
60 Hz, single phase 15 amp; GFl
protected circuit.

Be certain the GranuFlo® Dissolution
Unit Drain Hose is over a floor drain and
Transfer Hose is connected to Transfer
Hose Holder.

Purified water source is turned ON.
Power is in the ON position.

Maximum Input Water Pressure is 60
PSI.

GranuFlo®1 &=
Dissolution Unit | ™ )

., v : E '_ y '/
L, e i
- o
/: e
\» 2
a8
"
1 g, |
=
\ \
Y
| AR

Transfer Hose

GranuFlo® Il
Dissolution Unit

Transfer Hose

A
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RINSE CYCLE
Step #2

Operators Manual: Section 6.0
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Rinse Cycle (Mix Process — Step #2)

Operators Manual Section 6.0

1. Before initiating the RINSE CYCLE, the operator must ensure that:

= Access Port Lid is IN PLACE.
= Transfer Valve is in the CLOSED position.

Input water source is in the ON position.

Access Port Lid

N

Place o
transfer ’ |{\ B ”r V_ﬁ
valveinthe /=2y L0
closed ' _| |
position by ‘

turning the |
handle -
clockwise
until it ;
stops. e

GranuFlo® |
Dissolution Unit

GranuFlo® Il
Dissolution Unit

= CRESENIUS

g
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Rinse Cycle (Mix Process — Step #2)

Operators Manual Section 6.0

2. Press the Rinse side START button.

FILL indicator (on rinse cycle side) will illuminate and tank will automatically start to
fill up with water until it reaches the 25-Gallon Sensor.

DISSOLUTION RINSE
Q) e 0] me
)| a0 aranvues O | meemeveare
)| ) | omame
()| peasmarion ()| evere comrvare
8 FINAL FRL
()| maansren
O CYCLE COMPLETE e
-—
- GRANUFLO® GRANUFLO®
v DISSOLUTION DIsSgRT oM
A Fresenius Medical Care \ Fresenius Medical Care
—:/QEFILL @
‘ RECIRCULATE a RECIRCULATE
@ oRAN @® oraN
@ CvCLE COMPLETE @ CYCLE COMPLETE
s 0
25-Gallon =T
Sensor
ED
25-Gallon
L Sensor
L

(132 Gallon Unit) (99 Gallon Unit)
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Rinse Cycle (Mix Process — Step #2)

Operators Manual Section 6.0

3. Once the 25-Gallon Sensor is reached, the process
automatically steps to RECIRCULATE operation.

= The recirculate operation will run for twelve (12) ", FILL A
W7,

minutes on the GranuFlo® Il Dissolution Unit. =( J=RECIRCULATE

= The pump and the mixer motor will run for a ten (10) @ oran
minute period for the GranuFlo® I Dissolution Unit. \. CYCLE COMPLETE |

= During this time period, follow the procedure
outlined to inspect the spray ball (See Next Slide).

"Mixi ini ! Page 14 of 113
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Rinse Cycle (Mix Process — Step #2)

Operators Manual Section 6.0

A. Remove the Small Access Port and look inside to check fo
the Spray Ball Ring proper rotation,

A, Remove the Small Access Port.

A
SPRAY

s’%ugé

B. Check the Spray Ball for rotation.

# If Correct Spray and rotation of the Spray Ball Ring, then
proceedto step 4, pg 10.

# If Spray Ball Ring is clogged the water flow looks like
this, then proceedto D.

+ f correct Spray Ball spray pattern, then proceed to Step
45710

+ If Spray Ballis clogged and not rotatinggo to C.

GranuFIlo® [l
Dissolution Unit

Protection

GranuFlo® |
Dissolution Unit

A
- FRESENIUS
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Rinse Cycle (Mix Process — Step #2)

Operators Manual Section 6.0

FOR TECHNICAL SERVICE ONLY!

RINSE
B Qm
(o] | aecmeuare
O = O | amam
| 4 [
8 @
& | evews compuare:
GRANUFLO® 4
DISSOLLTION Fresenius Medical Care
Fresenius Medical Care ~
. If the Spray Ball is staticnary, push the PAUSE button, D. Remove the nut below the Spray Ball to access the C. If the Spray Ball .is Stat!-onaw' push the PAUSE Button. D. Remove the nut below the Spray Ball to access the
RECIRCULATE LED will flash. Turn Main Power Switch OFF. Sprayer. RECIRCULATE light will flash. sprayer.
——— s Gfme | S1E
‘ | vk oumere ey N i
| )| wospomnrzs
()| TmansrER
Q | evete comevere
‘ . ©
7TrES S °
1 O GRANUFLO® RANYELO
T O e
‘ j Fresenius Medical Care x EesonlisiiionlcallSars
/
! / F. Turn main Power Switch ON. Press RINSE CYCLE START E. Clear the spray holes in bath the Spray Ball and sprayer of | F. Press the START button on the RINSE cycle side. PAUSE
E. Clearthe spray holes in both the Spray Ball Ring and button. PAUSE LED will turn off and RECIRCULATE LED dabris and reassemble. light will turn off and RECIRCULATE light will not flash
Sprayer of debris and reassemble. will not flash. Check for proper Spray Ring rotation Check for proper Spray Ball Rotation before continuing
before continuing to pg. 10. to pg. 10.
GranuFlo® Il GranuFlo® |
Dissolution Unit Dissolution Unit
— o CENIUS "Mixing Training Course" P/N 460030 Rev. E Page 16 of 113
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Rinse Cycle (Mix Process — Step #2)

Operators Manual Section 6.0

4. When the RECIRCULATE operation is complete the @ ]
GranuFlo® Dissolution Unit will switch to DRAIN i%\EHEC'F‘CULATE |
operation and empty rinse water from the GranuFlo® @ ru
Dissolution Unit to the floor drain. \\Q{_HEC'F‘CULATE

;/Q\:DRAIN
Note: This is a 10 minute timed cycle for the 132 gal. @ CYCLE COMPLETE
GranuFlo® Dissolution Unit.

5. At the completion of the DRAIN operation, the (S h
GranuFlo® Unit will refill to the 25-Gallon Sensor. The Fill N
Indicator Light will turn on and the RINSE operation will @ RECIRCULATE
start. @ oRan

6. When the second RINSE CYCLE is finished, the GranuFlo® \. s COMPLETE}
Dissolution Unit will go to the CYCLE COMPLETE f. FILL A
operation. The Rinse Cycle Complete Indicator Light will @ RECIRCULATE
turn ON and the Drain Valve will remain open, allowing
any residual rinse water to go down the drain. \9{ DRAIN

~(JzcveLe COMPLETE

\/
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RINSE CYCLE
EXAMPLE
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Rinse Cycle (Mix Process — Step #2)

FEY]E

FILL Operation

N\
S

l:l_!ssa'.u’rrnn :HNSE
D 8 :GMMH 6 :unw.nl
DRAIN

orm o@D | | &fm
o onmm
£ sel=1 5
[ 1]

0 [ o

o o

25 GALLON
SENSOR

GRANUFLO®
DISSOLUTION

Fresenius Medical Care

/

= The tank fill to the 25 Gallon

p
25 GALLON Se“5°r-_ _ .
SENSOR ~ C%0 = The unit will automatically

/ advance to the RECIRCULATE

Operation.

|
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Rinse Cycle (Mix Process — Step #2)

FEY]E

RECIRCULATE Operation

( N\
DISSOLUTION RINSE
C ) || |G || -
TIME REMAINING () | e () | oRaum
()| peasmaTicn ()| evere courere
STEP MODE FINAL FILL
orown 0D | | O] @

[]
=aei @ @ ||

l
N:
- GRANUFLO®
] DlSSgth'lDN

i Fresenius Medical Care
Prop ers(ZK"T\b

= ==

Mixer Shaft|

Mixing Jets
/ . -
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Rinse Cycle (Mix Process — Step #2)

Example

DRAIN Operation

~\
ISE
O AL
0
C DRAIN
-3
GRANUFLO®
U l:J \ 4 DISSOLUTION
Fresenius Medical Care )
= Recirculate Operation will
b stop and DRAIN valve will § Py
CED open.
— e
) |
C&ED
J L
= =
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Rinse Cycle (Mix Process — Step #2)

Example

FILL Operation

DII'SWUW
C || | &
TIME REMAINING () | e (| omam
() | peatnarion ()| evere commiers
STEP MODE 8 FINAL FILL

25 GALLON
SENSOR

o] e
Nl |SelE
I=1

%, =

GRANUFLO®
DISSOLUTION

Fresenius Medical Care

= The tank fill to the 25 Gallon
]
/ 25 GALLON || Sensor.
SENSOR <%~

= The unit will automatically
advance to the RECIRCULATE

/

Operation.
B
i |
19} L
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Rinse Cycle (Mix Process — Step #2)

FEY]E

RECIRCULATE Operation

Mixer Shaft|

Prop ers(2)< |
AN
Nebs

—:=] =

GRANUFLO®
DISSQLUTION

Fresenius Medical Care
\ J

F
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Rinse Cycle (Mix Process — Step #2)

Example

DRAIN Operation

DISSOLUTION RINSE
O || |m

(7) | Apo GRANULES (7} | mecmeuLare

O DEAERATION O CYCLE COMPLETE

(7) | Frwae Pt

© rowen 0’8 = @

ad) ==

U |:J \—4 GRANUFLO®
= DISSth{"[ION
Fresenius Medical Care )

= Recirculate Operation will stop

/ p and DRAIN Valve will open. 0y,
CED | '

=L L
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Rinse Cycle (Mix Process — Step #2)

Example
CYCLE COMPLETE Operation
( o R i - = |

@ i O
hOdl
®

U l:J \—4 GRANUFL
' v onit oM

Fresenius Medical Care ),

= The DRAIN Valve will remain

P E
/ 1 Open | ==,
| = The unit will advance to I '

CYCLE COMPLETE Operation. — ~

CEO

Page 25 of 113
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DISSOLUTION CYCLE
Step #3

Operators Manual:
Section 7.0

"Mixing Training Course" P/N 460030 Rev. E
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

NOTE: A COMPLETE FULL RINSE CYCLE IS RECOMMENDED BEFORE MAKING
BATCH OF CONCENTRATE.

(ONLY for the GranuFlo® Il Unit)

NOTE: A SHORT RINSE CYCLE IS PERFORMED AS PART OF THE DISSOLUTION
CYCLE: FILL OPERATION, AND DRAIN IS INITIATED AND COMPLETED WHILE THE
FILL INDICATOR LIGHT IS ILLUMINATED. THIS SHORTENED RINSE CYCLE SHOULD
NOT BE MISTAKEN FOR A FULL RINSE CYCLE.

- < Complete Full Rinse Cycle
DISSOLUTION RINSE
o H ”n s O . 8 :muun
The “Short Rinse Cycle” is m— = L=
. . () | eatraTION )| evere comrreTE
part of the fill operation. srer wooe | | O rma e :
GRANUFLO®
DISSOLUTION
Fresenius Medical Care
h vy
7,
ZOEFIL
@ RECIRCULATE
@ oraN
@ CYCLE COMPLETE
"Mixing Training Course" P/N 460030 Rev. E Page 27 of 113
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

1. Before initiation of Dissolution Cycle:

Ensure the tank is empty.

The 1 micron filter is installed in the concentrate filter housing.

Check for Propellers are attached to the Mixer Shaft (For 132 Gal. Unit).
Ensure you have the appropriate Personal Protective Equipment donned.

Transfer Line / 7 w I ]
|

Filter
Housing Filter
Propellers Housing

®1 M . .
A) GranuFlo® 1 Dissolution Unit B) GranuFlo® Il Dissolution Unit

"Mixing Training Course" P/N 460030 Rev. E Page 28 of 113

A
FRESENIUS FOR TRAINING PURPOSES ONLY

‘v-' MEDICAL CARE



Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

2. Ensure Power Switch is ON and Water Inlet Open then place the GranuFlo®
Dissolution Unit in Dissolution Cycle FILL operation by pressing the Dissolution
side START button.

[ \ N
DISSOLUTION RINSE \‘
O |]gE e
(7} | Ao oRANULE: () | RECIRCULATE
TIME REMAINING ()| manx DRAIN
(") | pEAERATION () | EYCLE COMPLETE
STEF MODE ()| FrvaL Fiee
oroen 0D | | 8] ©
(") | CYCLE COMPLETE
@ @

NOTE: The GranuFlo® | Dissolution Unit will be in the FILL Operation until the
water reaches to the Mid-Level Sensor.

NOTE: The GranuFlo® Il Dissolution Unit will do a short Recirculate Operation
with only the Fill Indicator Light illuminated then fill to the Mid-Level Sensor.

— "Mixing Training Course" P/N 460030 Rev. E Fage 29 of 113
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

3. When the Mid Water Level is reached.

= The Water inlet valve will Close.
= The Add Granules Light will begin to flash.
= The Unit is in PAUSE state waiting for the operator to ADD GRANULES.

The Dry Acid @—. | r:l The Dry Acid
Dissolution 'LWEIVDEL Dissolution
Unit will fill to @ l:UI SENSOR Unit will fill to
the Mid Level MID - the Mid Level
Sensor LEVEL W Sensor
/SENSOR
CEo
F[_
CED I—‘ —
L,
A) GranuFlo® | Dissolution Unit B) GranuFlo® Il Dissolution Unit
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

4. Before adding Granules make sure to check the following:

= Ensure that no water is leaking from underneath or any
external connections to and from the GranuFlo® Dissolution
Unit. In addition, ensure there are no leaks at the end of the
Drain Hose.

= Remove the large access lid and ensure water has stopped at
the Mid-Level Sensor.

= Depending on the input water pressure you may have to wait
several minutes to verify the water does not rise above the
Mid-Level Sensor.

= Proceed to ADD GRANULES.

"Mixing Training Course" P/N 460030 Rev. E Page 31 of 113
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DISSOLUTION CYCLE
ADD GRANULES

PROCEDURE
CARD

"Mixing Training Course" P/N 460030 Rev. E
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Dissolution Cycle

Add Granules

= Determine how much product is required. i
¢ 30K [GINIENeR 30 Ca

FMCNA Dissolution Unit No. of Cases Needed :
: Naturalyte’ bry Acid Concentrate ﬁ
GranUFIO® II DiSSOIUtion Unit 6 : ON-PYROGENIC For Blcarbunale DIalySIs 52,5 LITER MIX (16.5 GAL)
GranuFlo® | Dissolution Unit 8 !
1
* Check case labels toensure all cases _________ L
have the Sa me Cata/og Number a nd : : 1IONIC CONTRIBUTION OF ACID CHEMICAL COMPOSITION
i I CONCENTRATE: {Momifal Diliutio :ml | Total )
Potassium Number. """""" e 4 sl;g?:uus?mm 1303 mEg NaCl 20k 15.8 kg
CALCIUM 3.0 meo Kel 0.629 g
MAGNESIUM 1.0 mEol CaCl,*2H,0 0.620 (g
ACETATE 8.0 ko MgCl,*6Ho0 0.286 g
. CHLORIDE 103.00 e | CH;COONa-CHsCOOH  1.60 k¢
Recom mendat|on: DEXTROSE 100 el CeH1204°H,0 3.09 ko

UILUTIUN INS'IHU[:TIUNS

The enntants may clump ct chemical compasition)
5ls .»v lurJuaIles n:l rds.

1. Group the cases to be used.
2. Separate/isolate the group of cases from other cases
that are present to avoid mixing Catalog No./ Products.

IZI[I NOT USE IF PACKAGE 15 DPEN DF IZIF.“AEEEI

T
wer FRESENIUS

o IIHHIIIIIHIIIIIIHIHHINIIIIUIIHIIIIIJ\IIIHIUIII

=== = | =R = =] a0 OFD3301-3B

Waltham, MA 02451
1.800-323-5188 ————————————

. J

Parted in USA 71431003 G014
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Dissolution Cycle

Add Granules

GranuFlo® Citrasate® Dry

Product Name: GRANUFLO® Product Name: CITRASATE® DRY

|
GRANUFLO’EX®) (oK [EErr e

Naturalyte’ bry Acid Concentrate CITRASATE® DRY m

Now-pynoGEMC For Bicarhonate Dialysis

iR g

MIX (165 BAL) Dy Amrm.-mm.-wn“.k.ummt,“ NON-PYROGENIC

loric Contritwtion of Acid Concentrate:

Chemical Compasition Total
(Maminal Dilution 1:44)

Acid Concentrate (in kg) {Pre-Dilution)

In:llrn et o 08 SOOIUM 100kl raa
WARNINE: Tz 2 POTASSILS 10mkgL 0.I10kg
CALCILIM 125 milgn DA by
MAGHESIUM 1.0mEgL D285 kg
ACETATE 03 mEgL IME0 3 IH D 0085 kg
CITRATE AL AT kg
o CHLORIDE 13 migL 308 kg
lo cccmr o ‘ FI PR— CHEMICAL COMPOSITIO DEXTROSE g Tos we: 21.0 kg
i AIBUTION OF ACID EMIGAL COMPOSITION GESCRIFTION FOR U For use wath FMCHA 45K sodwm bicarborate wWhih & three-streamn hemodiabysss
CONCENTRATE: (Mominal Dilutio Total mxn;‘ue m—%-i K1 Ipart ac d(cr\-c?’rrime s miceed wath 1.72 parts of bicbonate concenirabe and 4528
T parts prarifed water] rewd in firal d 1 2 (31 and bscarbonate 146
Sopium 1I]I] kg 22.0ky iyl The fral fatpnate total by L (A5 mE A citrabe + 0.3
" 'l bl acetate]. This cl-mmr A FTR0ON | Sd‘HﬂCﬁHIIODlG i Desslution
POTASSIUM 3.0 meal NaCl 15.8 g Uit Al e Corneameemts ereusi o It i the amie Comtrtousiors of Akl Codk ntrate bis .
CALCIUM 3.0 mEan KCI 0.629 iy CALTION: Bter £0 insinurtions pensviced by the hemadialysis machine mansdacnuls §heck condicissty and
. x N e just prioe o dhalysis treatment and each tre new conDefgrate ts suppled o the
MAGNESIUM 1.0 mEol CaCl>"2H,0 0.620 iy manufacurerfor cminal conducivey of fral dalysate. Use oni\a deected Federallaw
ACETATE 8.0 mEw MgClz*6Hz0 0.286 gy Phyician. O NOT USE I RACKAGE 15 OPEM OR
CHLORIDE 103.00 meoL CHyCO0Na-CH;CO00H  1.60 kg
DEXTROSE CgHy204°H:0 3.09 iy

The contents may chum e al compasition) INSTRUCTIONS F
| Lse waller Ihntnlesl.snrﬂ,\ adsuurr‘m.ﬂ.hsl"nnlﬂlhnmnﬂu.lysls N..lcraualilyhndards

DHSSOLUTION
ekt chwerical om
v illy chsschved, 1 6] canes produce N7 s (99 gals: lighe (8] cases make S00 imers |
ez lin2 must be free of bacterial and Pl B9 FMCNA Dvr Acad Dissclution Linit Operaters marual for sdamcnal detali

17 Ubisk coly with wilied BRI ireests of emcaecti cumment ASUANMIRDEE ¢ 15011 % hemodiabra wat

alisreardi. Winbes lesrgastaturs shinld he 307~ 50 € o progess dischution.

51 Perfoem & Rirna Cyohe Bafors wiireg tha Rirva f1ae b
% wilh contents and date prepared badnas continng
11 Begin the atch by peressing the Céeokution Start buthon. Wit undill ADD GRAMULES lght begins to flash

[ Label Graphic: Red | Pt e ———,
e bt v, K Thea-coatants o thes bt ars Aferers, AR h:-JHr--ﬂMuMIMD‘I:J Label Graphic- Yellow ]

e

mton. Wl foe cych b o

not use unless all {3) baps ara prasant gy the Buatich ey
IS¢

51 Continue with mixing proceduse acoonding to the FRCHA Dy Ackd
1 Wt misieeg b complete, best for peoper Specibe Graily soc u—u--?
Opesatoes marssl Filtesr with 2 nominal | micron Siter derng trans:

3l SEOFHE CONHNETS.

CAUTION:

ord
MUIU EXCESSIVE ECT I‘HUM NDISILIHE
D0 NOT USE IF PACKAGE 15 FIPEN OR DAMAGED

T

v MEDICAL CARE
B cano. OFD3301-3B

Waltham. MA 02451
1-600-323-5168

AVOID IS TimPRATURE ST Ot A DRY LOCATION MANLF ACTURER TS TRIBLTOR:
Fresenius Medcal Cane HA
Waltham, MA 02451

1800 27 S1RE

Frassras MIncHCas

Exp. Date JAM 2013 FMCNA Cat. No. OFD1231-DA
\- Lot # 12ATGRO0S _,.)
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Dissolution Cycle

Add Granules

= Fill in the Production Record Form, attached to the Operators Manual.
= Depending on product, GranuFlo® or Citrasate® Dry Form.

Dialst Unit Name & Location 5: Dry &c il DEs olution Unit Sera l=:
DRY ACI0 PRODUCT CASE IMFORMATION
QPERATOR (prinThame): DATE: TIME: Eat h=:
Reco rd The Fo"owing CASE 1: Dry Acid Catake 5 (b lon bo) BO Lot & 47" g wed + box | Potassium (LK, 2K, 3K
vas [
Information Depending CASE2: Dy 2ol Catakg 5 BO Lot & 4" bag wed » x| Pofassium s
- ves O
CASE3: Dry 2cid Catakg £ BOX Lot 5 4" bag weed + box | Pofssium
on the Product. w
CASE4: Dry ekl Catakg 5 BO Lot 5 4" bag wed + box Potass ium §
ves [
CASES: Dry &cid Catakg £ BOX Lot 5 4" bag weed + box | Pofssium
ves O
CASE6: Dry &cil Catakg 5 BO Lot 5 4" bag wed + box Potass ium #
vies [
1. after Fina | Fill Levelhas been reac hed, tumed OFF vwate rvalve to the Unit. Once thi & done ¢ heck the box ]

SPECIFIC GRAVITY

[leas uresd Temp Print Catabog = -Spac fic Grvity Valus forthe [Meas ursd Temp lsted n &ppemdic 4 [eas ured Spacific Gravity Value: Chechone
TEMP: L HIGH: 1 Fass
1 Fail jvoid section)
OPERATOR SIGHATURE: YERIFIERSIGNATLIRE:
— o CENIUS "Mixing Training Course" P/N 460030 Rev. E Page 35 of 113
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Dissolution Cycle (Mix Process — Step#3)

Add Granules

PPE

(Personal Protective Equipment is required/ recommended)

Required Recommended

Gloves

For more information refer to the MSDS form of the Dry Acid Product.
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

A) Open a case of Citrasate® DRY / GranuFlo®.

B) Cut off the top of 1 bag just below the bag seal.

C) Remove the GranuFlo® Dissolution Unit Small Access Lid and
slowly add granules as seen in Figure.

D) Before proceeding with the next case, repeat the steps B and C
until all the bags of the case have been added.

(Remember: A @

* Use 6 cases for the 99 Gallon Unit

* Use 8 cases for the 132 Gallon Unit
All cases must have same FMCNA
Catalog Number.

- J — s

T

Figure. Add Granules
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

5. On the GranuFlo® | Dissolution Unit,

After the Dry Acid Concentrate Q;ll Fﬂ;l
2

has been added, dry off the Upper | - P
Level Sensor of any splashing o) H ] = U o
/

that may have occurred during the Cloan Upper Lovel
. Locate Upper Sensor with a soft
add granules process (Figure 10). Lovel Sensor cloth.
Then reinstall the Small Access Figure 10. Clean Sensor
Lid and press the Dissolution
START button P -
i ) DISSOLUTION RINSE \
On the GranuFlo® Il Dissolution Unit, ) o § e eacare
After adding all bags of Dry Acid, srer wooe § s © "“'5’“
reinstall Small Access Lid, then press 23 Og Ol
the Dissolution START button. . ®
: . . : R/ LO®
Both GranuFlo® Dissolution Units will . VI DISSGLUTION
proceed to the MIX operation. N /
= e R A Enp s P

v MEDICAL CARE



Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

6. For the GranuFlo® I Dissolution Unit, during the MIX [ . X )
operation, the solution is mixed for a period of forty- ’ ADD GRANULES
five (45) minutes allowing the granules to g‘d’mx
completely dissolve. The GranuFlo® Dissolution Unit "\ DEAERATION
will then automatically step to the DEAERATION e
Operation. S g
For the GranuFlo® Il Dissolution Unit, during the )
MIX operation, the solution is mixed for a period of ® ru
thirty-five (35) minutes allowing the granules to \\'@ADDGRANULES
completely dissolve. The GranuFlo® Dissolution Unit :%\‘_M'X
will then automatically step to the DEAERATION DEAERATION
Operation. . @ FnaFi )

"Mixing Training Course" P/N 460030 Rev. E Page 39 of 113

A
wer F[RESENIUS FOR TRAINING PURPOSES ONLY
Y  MEDICAL CARE



Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

v

MEDICAL CARE

7. For the GranuFlo® | Dissolution Unit, the DEAERATION 0.
operation runs for five (5) minutes during which the @ 0D GRANULES
entrapped air is allowed to separate out of the solution. . MIX
Upon completion, the GranuFlo® Dissolution Unit will ‘O\DEAERATION
automatically step to FINAL FILL operation and the Final ‘ FINAL FILL
Fill Indicator Light will illuminate. g
For the GranuFlo® Il Dissolution Unit, the DEAERATION | @ ¢, )
operation runs for two (2) minutes during which the | @ aoparanuLES
entrapped air is allowed to separate out of the solution. ' MIX
Upon completion, the GranuFlo® Dissolution Unit will ‘O\DEAERATION
automatically step to FINAL FILL operation and the Final ‘ EINAL FILL
Fill Indicator Light will illuminate. ’
= mrescs R A Enp s S



Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

8. In the FINAL FILL operation, the supply water valve will open and GranuFlo®
Dissolution Unit will fill to the Final Fill sensor.

@ vix

® DEAERATION
N 7
=(_)ZFINAL FILL

/I AN

@ vix

,/ DEAERATION
A 7
= )=FINAL FILL

// AN

HOMOGENIZE \ HOMOGENIZE
Final
Fill . ’
S Sensor Final Fill
(Level)
CED
GranuFlo® | Dissolution Unit GranuFlo® Il Dissolution Unit
Figure. Final Fill
TV T F n Page 41 of 113
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Dissolution Cycle (Mix Process — Step#3)

Operators Manual Section 7.0

9. When the final water level is reached, the unit will
automatically step to HOMOGENIZE operation. @ DEAERATION
Remove the Large Access Lid and ensure the @ FinaLFLL

Oz,

solution level has reached the Final Fill Sensor. | =)z HOMOGENIZE
Place Large Access Lid onto the GranuFlo® '. TRANSFER
Dissolution Unit. Then, CLOSE the water supply *

valve to the GranuFlo® Dissolution Unit.

10. During HOMOGENIZE operation, the mixer motor ( A
will stir the solution for ten (10) minutes. When the @ DEAERATION
HOMOGENIZE Operation is complete, the Transfer @ rFnaLFIL
Indicator Light will flash. Remove Large Access Lid @ HOMOGENIZE
and look into the tank to make sure the granules ;)\/jg TRANSFER

have dissolved and the solution is colorless. Once """ J

you have verified the granules are dissolved and

colorless, the solution is ready for Specific Gravity

Testing.
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Dissolution Cycle (Mix Process — Step#3)
Example 132 - Gal
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

FILL Operation

N
\
mi ®
Mid 4
Level
/ Sensor =  The tank will fill to the Mid
/ Level Sensor.
Ao =  The unit will automatically
advance to ADD GRANULES
Operation.
3]
CHo
18] L
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

ADD GRANULES Operation /r ) DISSOLUTION RINSE \
E 8 xumul.u 8 :.lumucuur:
TIME REMAINING ()| ()| orRaIN
= Remove the Small Dissolution Tank Lid and S S| mem ° ©
slowly add granules. D D S z“%‘““

k4
GRANUFLO®
v DISSBhH{'l[ION
Fresenius Medical Care p,

—
s _

' "Mixing Training Course" P/N 460030 Rev. E
FRESENIUS FOR TRAINING PURPOSES ONLY
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

MIX Operation g : N

DISSOLUTION RINSE \

Fresenius Medical Care

= Press the START button.
/ [ 1 = The mix motor will run for 45
- minutes.
NOTE: In the 99 Gallon

GranuFlo® Il Unit the mix will
run for 35 minutes.

[ |

= ==

= CRESENIUS

g
v

MEDICAL CARE
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

DEAERATION Operation q : <)

D || |
TIME REMAINING ()| mx DRAIN
O DEAERATION CYCLE COMPLETE
STEP MODE ()| Fima Fre
@romn 0D | | Sl @
@ @ |
J[H [ Al _ ®
U |[:’ GRANUFLO®
- : . DISSOLUTION
Fresenlus Medical Care )

= DEAERATION Operation
/ [ 1 * During this (5) minute operation
- the Mixer Motor stops to allow air

bubbles to separate out of the
solution.

- NOTE: In the 99 Gallon GranuFlo®
s Il Unit the DEAERATION Operation
will run for 2 minutes.

| 1

(=== ==
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

FINAL FILL Operation ‘ "

O ||g=m o
(") | ABB GRANULE: RECIRCULATE

TIME REMAINING ()| mx DRAIN
OMWEN OO 8 mﬂ O

.l [Bel®
1 | J ()
Q} H\ GRANUFLO®
Dlssghli['rl‘IDN
Fresenius Medical Care
Final Fill \1 j
senser = FINAL FILL Operation

/ D 1 = During this Operation, the

B> Dissolution Tank is filled with
treated water up to the Final Fill
Sensor. Then, the unit
i automatically advance to the
CEO HOMOGENIZE Operation.
o, L,
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

HOMOGENIZE Operation p 1 .

& |E=
@romn O | | O] mamen @
fol 3%
i i=10E=1N { J o

GRANUFLO®
DISSOLUTION

Fresenius Medical Care )

A\

D = HOMOGENIZE Operation
/ - = During .this ten (19) minute .
Operation, the Mixer Motor stirs
the solution.

4 = At the end of this Operation, the
e unit will automatically advance
to TRANSFER Operation.

[ |

= =
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Dissolution Cycle (Mix Process — Step#3)

Example 132 - Gal

TRANSFER Operation

g o
( DISSOLUTION RINSE \
) Ol e | e
TIME REMAINING () | pane () | omam
srermone | | O|marme LR
@ @ || S
ubhnc - ‘ o
- GRANUFLO®
{} H A 4 DISSghIﬁ[ION
Fresenlus Medical Care y
= TRANSFER light flashing on the

/ P front panel.
CHO =  The Solution in the tank is

ready for Specific Gravity
Testing.
D
-1
si[—. 1&1
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SPECIFIC GRAVITY TEST

Operators Manual:
Section 7.1
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Specific Gravity Test

Operators Manual Section 7.1

Once the Transfer Indicator light flashes, the concentrate is ready to be
tested. This test is done using a hydrometer which measures the density of
the acid in the concentrate. The resultant value is called the "specific
gravity". The specific gravity is measured to verify that the concentrate has
been properly mixed.

Requirements for the test:

= Hydrometer

=  Hydrometer Cylinder

=  Thermometer*

= Bucket/Container (approx. 3.5 gal)

= pHoenix Meter (EMD pH-indicator strips, Cat. #9590 or equivalent)

*Minimum Requirements: 25°C =5 °C (68 ° to 86 °F) and accuracy %=1 °C (3.6 °F)
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Specific Gravity Test

Operators Manual Section 7.1

1. Prepare the Hydrometer and the Hydrometer Cylinder.

= Check Hydrometer for cracks.

= Do not use a cracked Hydrometer.

= Always handle the Hydrometer with care. Always hold it vertically by the top,
as finger marks lower down can affect the accuracy of the instrument.

= The Hydrometer should never be held by the stem horizontally.

= Rinse the hydrometer and the hydrometer cylinder separately with purified
water before checking solution for correct density. The purified water source
must meet ANSI/AAMI or ISO standards for dialysis currently ANSI/AAMI
RD62, or ISO 13959.

= Once Hydrometer is clean, place the hydrometer onto a clean area.

= The Hydrometer is fragile and can break easily.

= Store in a Safe Area.

= rresas R AN RS o T

v
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Specific Gravity Test

Operators Manual Section 7.1

2. Remove Transfer Line from the Transfer Hose Holder and
connect the Transfer Line to the Transfer Nozzle.

P G _
My "
CIRG
N -
®
GranuFlo® | <> |
v Transfer Nozzle
Transfer
Line
/__,_,__-_u]
A e
R \x%._:::: :‘r'::_-::xq
\\\ ,I I ™

Lower the locking levers of the Transfer Line
Connector and lift up on the Transfer Line to
remove from the side of the Unit.

Transfer Line .
Transfer Line

G ranu F I O ® | . /\' 2\ With the Transfer Line Connector locking levers open,
i S place the connector onto the end of the Transfer Nozzle
(ﬁ‘-‘-\l fimm \ and pull back on the levers to lock the Transfer Line
[ > o / Connector in place.
Lower the locking levers of the Transfer Line
Connector and lift up on the Transfer Line to
remove from the side of the Unit.
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Specific Gravity Test

Operators Manual Section 7.1

3. Hold the Transfer Nozzle and make sure the Ball Valve Closed
Ball Valve on the Transfer Nozzle is CLOSED. aln

Transfer Nozzle (top view)

4. Slightly OPEN the Ball Valve next to the
Filter Housing.

5. Press Dissolution START button and open
slightly the Transfer Nozzle Ball Valve flush
approximately 3.5 gallons of solution using
a container(s) that will allow for a 3.5

gallon measurement.

= This removes any solution left in the
Transfer Line from a prior batch.

=  Once the 3.5 gallons of solution have been
flushed out of the transfer hose, CLOSE the
Transfer Nozzle Ball Valve.
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Specific Gravity Test

Operators Manual Section 7.1

6. Fill the Hydrometer Cylinder:

= Insert the Transfer Nozzle into the Hydrometer Cylinder.

= Slowly OPEN the Transfer Nozzle Valve until solution
starts to slowly accumulate into the Hydrometer Cylinder.
Allowing solution to fill down the side of the beaker
minimizes the creation of bubbles within the solution
(see figure item A).

= Fill the Hydrometer Cylinder approximately 2/3rd full.

= Close Transfer Nozzle and the Ball Valve next to the filter
housing, then press PAUSE on the Display Panel.

Filling Hydrometer Cylinder slowly down the
side of cylinder

=  Place Transfer Nozzle onto a clean surface. e

7. Make sure the solution does not have excessive amount of @
bubbles. To release excess amount of bubbles from the
solution gently tap the Hydrometer Cylinder or gently swirl. ,
(See Adjacent Picture). [
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Specific Gravity Test

Operators Manual Section 7.1

8. Place Hydrometer Cylinder on a level table f@
" Measure the temperature of the solution in the Hydrometer and CX
record it on the batch production record form. Them mater
= For thermometer requirements refer to appendix A or B. |
L |
Hydrometer
Cylinder
Dialyse Unit Mame & Location s: Dry ac ikl Disolution Unit Ser |=: s
DRY ACI0 PRODUCT CASE INFORMATION k‘%&““"-nhh
OPERATOR (printnamel: DTE: TIME: Eatc hs: .M""*-x..h
\._./> >

CASEL: Dry ackl Catakg 5 (Bbe lon box) BOX Lot & 4" bag wad 7 box Potass ium & (1K, 2K, 3K *For Thermometer requirements

ves L] see Appeqf_i_ixA or B.
CASE2: Dy acid Catakg 5 B Lot 5 4" bag wed v box Potass ium 5

vas [
CASE3: Dry acid Catakg 5 BOX Lot & 4" bag wsed + box Potass ium £

wves O
CASE4: Dy acid Catakg 5 B Lot 5 4" bag wed v box Potass ium 5

Tes D
CASES: Dry acid Catakg 5 BOX Lot & 4" bag wsed + box Potass ium £

ves O
CASEG: Dry acid Catakg 5 B Lot 5 4" hag wed v box Potass ium 5

ves [
1. after Fira | Fill Level has bee nmac hed, tumed OFF vatzrvabe to the Unit. Once the & dore ¢ heck the box O

SPECIFIC GRAVITY
[laas urad Tamp Print Cata o 2 -Speac ific Gravity Valus for the Maaz urad Temp lieted in Lppamdic 42 [laas urad Speac ific Gavity Value: Chackons
TEMP: LoV HIG H: 1 rass
1 Fail {void 52 ction)
DPERATOR SIGHAT URE: WERIFIER SIS MNATLIRE:
' "Mixing Training Course" P/N 460030 Rev. E Page 57 of 113
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Specific Gravity Test

Operators Manual Section 7.1

9. On Appendix Aor B
* Locate the Catalog number of the dry acid product being used (1)

= Locate the value of the “measured temperature” of the solution (2)

=  Moving across and then down, identify the ‘low’ and ‘high’ specific gravity
numbers.

= These ‘low’ and ‘high’ numbers can be recorded in the appropriate box in the Batch
Production Record Form located at the last pages on the manual (3).

- 2 =)

APPENDIX B: CITRASATE® DRY SPECIFIC GRAVITIES TABLE Dialis UNT Hame & Loca tion = Ty el s olution Unit s=fia (5.
1 SPECIfic GraVitv Ranges DRY ACID PRODUCT CASE INFORMATION
l-qu PROPORT'ON'NG QPERATOR (printnome): DATE: TIME: Eatch=:
CASEL: Dy 2cil Catabg = (Bbkelonbox) BOX Lot 4" bag wsed + box Potass ium # (1K, 2K, 3§
16.5°Ct021.4°C 21.5°Ct026.4°C [26.5°C to 31.4°C R, e P T
(61.7°F to 70.6°F) |(70.7°F to 79.6°F) |(79.7°F to 88.5°F) e — - ba:;e?', —
CataloE Number Low High Low High Low ngh CASE4: Diy 2cil catabg & BOX Lot = E ba;e:se?/ box | Potassium =
s
x 0FD1231-DA 1.192 1.204 1.189 1.201 1.187 Ll@ case 5 D acHl Gambe & porLots 37 lmg wed v box | Pomssium =
0FD1251-DA 1192 | 1.204 | 1.190 | 1.202 | 1.188 | 1.200 | fmeo maen: T e e
ves O
OFD2231-DA 1.194 1.206 1191 1.203 1.189 1.201 1. After Fina IFill Levelhas bee n rached, tumed oFF-.mer-.-al;ew@nit. Onee thi E done check the bo m]
w [OFD2251-DA 1.194 1.206 1.192 1.204 1.189 1.201 == —
e~ 1 Maaz urad Temp Print Catakog 2 -Specific G rvity Valne forthe Meaz ured Temp leted i &ppend i & e ured Spe ific G ravity Valua: Chechens
0FD2301-DA 1.195 1.207 1.193 1.205 1.190 1.202 | [ CTE HiGH IO Fass
OFD3231-DA 1.195 1.207 1.193 1.205 1.191 1.203 D railivoid sction
' OPERATOR SIGNATURE: WERIFIERSIGNATURE:
w |[OFD3251-DA 1.196 1.208 1.194 1.206 1.191 1.203 |
M
0FD3301-DA 1.197 1.209 1.194 1.206 1.192 1.204 |
Minimal Thermometer Specifications: Temperature Range 25° C +/-5° C (68" to 86° F)
and accuracy +/- 1° C (3.6° F)
— o CENIUS "Mixing Training Course" P/N 460030 Rev. E Page 58 of 113
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Specific Gravity Test

Operators Manual Section 7.1

10. Obtain the clean hydrometer and slowly lower the
hydrometer into the solution until the hydrometer
begins to float freely.

11. Hold the top of the hydrometer between your thumb T
and finger and spin the hydrometer in the Hydrometer =
Cylinder. A>

= The slow spinning action of the hydrometer will cause the
hydrometer to stay away from the sides of the Hydrometer

Cylinder.
* |n addition, this will help keep bubbles from forming on the ¥
hydrometer. T —
Spinning and floating the Hydrometer
o ENIUS "Mixing Training Course" P/N 460030 Rev. E Page 59 of 113
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Specific Gravity Test

Operators Manual Section 7.1

12. Hydrometer will move up and down

e If during the up and down movement of the
hydrometer the meniscus is crinkled or |
dragged out of shape by the motion of the U —e
hydrometer, then this indicates that either the
hydrometer or the surface of the solution is

not clean. Clean the hydrometer and ¥ \_/

Hydrometer Cylinder again. Then restart the

Specific Gravity from step 1. )
 If the meniscus remains unchanged as the ! / \
hydrometer rise and falls, then the ==
hydrometer and liquid surface are clean and a |
reading can be taken. L
d
W \ /
o —
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Specific Gravity Test

Operators Manual Section 7.1

13. Allow the hydrometer to settle
within the solution. Once the
hydrometer is stable, place your
head at eye level to the meniscus of
the solution as seen in the adjacent
Figure.

e The point where the bottom of
the meniscus crosses the
hydrometer is the correct
measuring point.

* Do not take a reading if the Bottom of Meniscus

hydrometer is touching the side
of the hydrometer cylinder.

~
A S
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How to read the Hydrometer

(SCALE)

1.000
20
40
60
80

1.100
20
40
60
80

1.200
20

FULL SCALE
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How to read the Hydrometer

,”’—,—— ~~~§‘~\\\
//” NN
o o o o o o o =) o o o =)
1.100
. 1.102
1.110 -
Notes
1.120 ot ine i
» Every line in the scale represents a value of .002.
1.130 -
1.140 40
1.150 -
60
80
1.200 . 1.198
. 1.202
1200—— |20
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Specific Gravity Test

Operators Manual Section 7.1

14. Document the Specific Gravity in the Batch Production Record Form in
the “Measured Specific Gravity Value” box.

FORM 2: CITRASATE® DRY wiTH ACETATE PRoODUCTION RECORD

Davrsis UnimMane & Locamion #: GranuFlo | Dissolution Unit Serial #:
DRY ACID PRODUCT CASE INFORMATION
OPERATOR {pnnt nome): DATE: TIME: Batch #:
CASE 1: Dry Acid Catalog # (label on box) BOX Lot # 4™ bag wsed + box Potassium # (1K, 2K, 3K)
Yes O
CASE 2: Dry acid Catslog & BOX Lot & 4™ bag used + box Potazzium #
Yes O
CASE 3: Dry acid Catalog & BOX Lot & 4™ bag used " box Potazzium #
Yes [
CASE 4: Dry Acid Catslog & BOX Lot & 4™ bag used " box Potazzium #
Yes [
CASE 5: Dry Acid Catalog & BOX Lot & 4™ bag used + box Potassium #
Yes O
CASE &: Dry acid Catslog & BOX Lot & 4™ bag used + box Fotassium &
Yes O
CASE 7: Dry Acd Catalog # BOX Lot # 4™ bag used ¥ box Potazsium #
Yes [
CASE B: Dry Acid Catalog # BOX Lot # 4™ bag used « box Potassium #
Yes O
SPECIFIC GRAVITY |
Meazured Temp Print Catalog & -Specific Gravity value for the Messured Temp listed in Appendix A: Measured specific Gravity Value: || Check one
TEMP: LOW: HIGH: -Pass
‘E-Fail [void section)
1. After Final Fill Level has been reached, CLOSE water supply valve to the Unit. Once this is done check the box = 1
OPERATOR SIGNATURE: WERIFIER SIGMATURE:
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Specific Gravity Test

Operators Manual Section 7.1

15. If the results from the Specific Gravity Test are acceptable (Measured
Value within Low and High Values), check the “Pass” box onto the
Citrasate® Dry with Acetate Batch Production Record Form. The solution
is ready for the TRANSFER operation

FORM 2: CiTrASATE® DRY wiTH ACETATE PRODUCTION RECORD
Diavysis UniTName & Locamion #: GranuFlo | Dissolution Unit Serial #:
DRY ACID PRODUCT CASE INFORMATION
OFERATOR [prnt nome]: DATE: TIME: Batch &
CASE 1: Dry Acid Catalog # [label on box) BOX Lot & A™ bag wsed + box Potassium # (1K, 2K, 3K)
Yes 1
CASE 2: Dry Acid Catalog & BOX Lot # 4™ bag used + box Potassium #
Yes O
CASE 3: Dry Acid Catalog & BOX Lot & A™ bag wsed + box Potassium &
Yes 1
CASE 4: Dry acid Catalog & BOX Lot # 4™ bag used + box Potassium &
Yes O
CASE 5: Dry Acid catalog # BOX Lot & 4™ bagz used + box Potazsium &
Yes O
CASE & Dry acid Catalog & BOX Lot # 4™ bag used + box Potassium &
Yes O
CASE 7: Dry Acid Catalog & BOX Lot & A™ bag wsed + box Potassium &
Yes O
CASE B: Dry acid Catalog & BOX Lot # 4™ bag used + box Potassium &
Yes O
SPECIEIC GRAVITY
Measured Temp Print Catalog # -Specific Gravity Value for the Measured Temp listed in Appendix A: Measured Specific Gravity Value: I check ons
TEMP: LOW: HIGH: -Pass
E-Fail (woid section)
1. After Final Fill Level has been reached, ELDSE water supply valve to the Unit. Once this is done check the box ||
OPERATOR SIGMATURE: WERIFIER SIGMATURE:
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Specific Gravity Test

Operators Manual Section 7.1

16. Pour residual solution from hydrometer cylinder into the solution
present in the residual solution bucket .

Rinse the hydrometer cylinder and the hydrometer before storing
equipment. To dispose the solution in the Residual Solution Bucket, See
Section 13.1: Residual Solution Bucket Disposal of the Operators
Manual.
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Practice Exercise

General Instructions: Read carefully and follow the instructions for this exercise
provided on the bottom of this page.

The Operator “X” from the Dialysis Unit “FMCNA #13” located in “Dallas, TX.” is
preparing to make his first batch of Citrasate® Dry Product Code OFD1231-DA using
a 99 Gallon Dry Acid Dissolution Unit (mixer) with the serial number DA99-123456.
The user has several cases of the product with the label shown on the next slide.

Each case of Citrasate® Dry contains 4 bags.

It is November 12, 2011 and the time is 9:25 am and the user starts with the mixing
process. After mixing, the operator proceeds to test for Specific Gravity.

The results are shown below:

Temperature of Sample: 27° C, Specific Gravity: 1.198

Instructions: Using the information provided above and the label shown in the next
slide, fill in the batch production record attached to the manual.
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Practice Exercise

i R
WARMING: MOT FOR PARTNTIRAL UL Lise of thi Ackd

(10K [Emsrmreras o i iy L
= )

Dry Acid Concentrate for Bxcarbonate Dhabrin O -FROGENIC

loric Contritwation of Acd Concentrato: Chemical Compadition Tedal

[Memanal Diluticn 1:44) Acid Concentrate (i kgl (Pre-Dilutian)
SO0ILUM Toakmigl Ma 164 kg
POTASSILSA TomigL K3 31 kg
CALCILM el Callp2Hp0 A ky
MAGHESILIM 10 mEg MoOhp6Hz0 (284 kg
ACETATE 0.3 mEgL C3HaMaOIHzD oS kg
OITRATE AmlgL CeMglr ART kg
CHLORIDE 103 mibgL e P __ 3oikg
DEXTROSE 1mgd Total W 21.0 kg
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Urit. All gtfwr cormBRusnts rermuin s ined in the lonis Comtribution of Ackd Concentrate Libde

CALTYOR Relor tn inctrurtiona pevrdckerd bay the hesmnriishymis marhine maradastirss Chack condictary and
pH of final dalysabe just priod to dialysis treatment and each ime nsw condentrate i suppied (o the
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= o +

STRUCTIONS FOR DISS0LUTION

of harden which dess not affect product dhemical com,

wvisen fally dinacbvid, i (6] cines prodiuce 175 M (59 gahl ight M Cases rmuke 500 @i 112 G}

Reler 80 FMCHA Ory Ak Dissciution Uinit Operatonrs marusl for sddicnal detali

1] Lha cnly wil rditie ERAE ity o srcssdh cument ANSUAARE BDG D o 150 1 145 hemadiabnan water qualty
slanclardi Wiaher 1irges, i bl b 1= W0 0 ew propest clrsalution
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51 Continue with mixing proceduse scoonding to the FAMCHA Day Ackd Disoletion Undt Operaors manual

1 Wb rriniesy b complete, bewl fow peoper Spedife Gravily sooodieey b Uha 10008, Dy i D sodutisn Uni
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Practice Exercise

PRACTICE EXERCISE RECORD FORM

FORM 2: CITRASATE® DRY WITH ACETATE PRODUCTION RECORD

Dialysis Unit Mame & Location &: FMCNA #13 DaIIaS TX. Dry Acid Dissolution Unit Serial & DA99_123456

DRY ACID PRODUCT CASE INFORMATI QN

QOPERATOR (print name): Operator X [IATE: 11/12/2011 TIME: 9:25 a.m. Batch : 1

CASEL:Dry Acid Catalog# (label on box) BOX Lot # 4" hagused * box Potassium &(1k, 2k, 3K
0OFDI1231-DA Lot# 12ATGF009 O T

CASEZ:Diry Acid Catalog# BOX Lot & 4" pagused # box Fotassium &
OFDI231-DA Lot# 12ATGF009 e T 1K

CASEZ:Diry Acid Catalog# BOX Lot & 4" pagused # box Fotassium &
OFD1231-DA Lot# 12ATGF009 - 1K

CASEL:Dry Acid Catalog® B Lot # 4" bagusaed * box Fotassium #
0FD1231-DA Eot#12ATGF009 e 1K

CASES:Dry Acid Catalog® B0 Lot # 4" hagused * box Fotassium #
0FD1231-DA Lot# 12ATGF009 £ 1K

CASEG:Diry Acid Catalog# BOX Lot & 4" pagused ¥ box Fatassium &£
0FD1231-DA Lot# 12ATGF009 ] K

1. After Final Fill Level has bean reachead, turned OFF water valve tothe Linit. Oncethis is done checkthe baox |ZI

SPECIFIC G RAVITY
Ieas ud Temp Print Catakog & -5 pecific Gravity value forthe Measumd Temp leted in2ppemica: Measued 5 pecific Gavity value: Chechome
TEIMF: o L HIGH: ELF‘ass
27° C 1.187 1.199 1.198 —
-Fail fwoid section)
OFERATOR SIGHATURE: VERIFIER S1GMATLURE: “ps
Operator X VerifierY
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Practice Exercise

APPENDIX B: CITRASATE® DRY SPECIFIC GRAVITIES TABLE

Specific Gravity Ranges
1:44 PROPORTIONING

16.5°C t0 21.4°C  21.5°C t0 26.4°C [26.5°C to 31.4°C
(61.7°F to 70.6°F) [70.7°F to 79.6°F) |(79.7°F to 88.5°F)

Catalog Number Low Low High
OFD1251-DA
OFD2231-DA 1.194 1.206 1.191 1.203
x OFD2251-DA 1.194 1.206 1.192 1.204
OFD2301-DA 1.195 1.207 1.193 1.205
OFD3231-DA 1.195 1.207 1.193 1.205
X OFD3251-DA 1.196 1.208 1.194 1.206
OFD3301-DA 1.197 1.209 1.194 1.206
Minimum Thermometer Specifications: Temperature Range 25° C +/-5°C (68° to 86° F) and accuracy +/-

T 1°C (3.6 °F)

What thermometer to use?
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TRANSFER
Step #4

Operators Manual:
Section 7.2, 7.3
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Transfer (Mix Process — Step #4)

Operators Manual Section 7.2 and 7.3

STORAGE Operators Manual
TANK Section 7.2

TRANSFER

INDIVIDUAL Operators Manual
CONTAINER Section 7.3
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Transfer (Mix Process — Step #4)

Operators Manual Section 7.2 and 7.3

TRANSFER TO STORAGE TANK (SECTION 7.2, STEPS 1 TO 3)

o After you have obtained a valid specific h |
1st - Connect

gravity reading, remove the Transfer Line

Transfer Line to \ .
frOm the Tra nSfer NOZZIe \_/stcr)rage tank by

—
Transfer Line

H

older
v

_/

S N
o 1st Connect Transfer Line to the storage tank, U\
2nd open ball valve at the side of the Filter e Z-open
Housing. 3rd Press the Dissolution START caEod - pallvave |
button to transfer concentrate into the !
storage tank. on Fresenius
Medical Care
a Once Transfer of solution is complete, place Product,

Transfer line on to the Dissolution Unit ) Y.
Transfer Line Holder. Do not leave Transfer \_

— Transfer Line

. 3rd - P DISSOLUTIO! RINSE
line attached to the Storage Tank. Dissoloton | @erem | Bl
START button | Of e O eroecoursere
grom o) | | Blmamee @
)| cveis comprere
D O Q
v .sggg;r}wm
Fresenius Medical Care
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Transfer (Mix Process — Step #4)

Operators Manual Section 7.2 and 7.3

TRANSFER TO INDIVIDUAL CONTAINER (SECTION 7.3)

o Containers must be properly labeled

o Connect the Transfer Line to the Transfer
Nozzle. Place the Transfer Nozzle into the 2* - Connect

Transfer Line to

opening of an individual container s

o Slightly OPEN the Ball Valve on the top of \rransferwozzle
the Filter Housing. )

Open to
desired rate

27 - Open
Ball Valve

3 - Press o
Dissolution 2
START button

O romen  Q

oD (e
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o With the Transfer light flashing, Press
Dissolution START button. The Transfer
Pump will start.

o Slowly OPEN Ball Valve on the Transfer
Nozzle until the desired rate of flow
through the nozzle is achieved.




Transfer (Mix Process — Step #4)

Operators Manual Section 7.2 and 7.3

TRANSFER TO INDIVIDUAL CONTAINER (SECTION 7.3)

o Once the manual TRANSFER Operation has ( — | | mssoemon | e b
been completed and the individual containers e e o A ke -y
are filled, CLOSE Transfer Nozzle Valve. Press § @
the PAUSE button.

GRANUFLO®
DISSBhlIJ.‘l[ION
N

o When the GranuFlo® Dissolution Unit is
empty, the GranuFlo® Dissolution Unit will
step to the CYCLE COMPLETE Operation.

Fresenius Medical Care
A\ 4
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Maintenance Program

Operators Manual:
Section 8.0
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Maintenance Overview

Cleaning Operators Manual
and —] Section 8.1

Visual Inspection Section 8.2

Sodium Hypochlorite

Maintenance (Bleach)
Disinfection

Operators Manual
Section 8.3

Operators Manual Sensor Operators Manual

Section 8.0 Filter | Section 8.4.1
Section 8.4.2 (Only for GranuFlo® II)
ion 8.
Replacement >ection 8.5
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Cleaning and Visual Inspection

Operators Manual:
Section 8.1, 8.2
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Maintenance

Cleaning and Visual Inspection

CLEANING

Clean the exterior surface of the GranuFlo® Dissolution Unit thoroughly after each
batch of concentrate is mixed. If necessary, a mild detergent solution may be used
to clean the exterior surface. Care should be taken not to contaminate the system
interior. All spills should be wiped off immediately. Spillage at the control panel
should be avoided in order to minimize the possibility of electrical malfunction

VISUAL INSPECTION

Visually inspect the GranuFlo® Dissolution Unit prior to each use.

The operator should look for any defects which may inhibit the safe or proper
operation of the Unit. Iltems such as:

a

a

a

a

Damaged hydraulic hoses or fittings.
Damaged electrical cables or connections.
Loose, missing, or damaged hardware.

Previous process contamination should be corrected prior to the use of the
GranuFlo® Dissolution Unit.
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Maintenance

Routine Maintenance Schedule

GranuFlo® 1 Unit

PER AS REF.
PROCEDURE - MONTH NEEDED SECTION
RINSE CYCLE X 6
VIS LAL
INSPECTION X 8.1
CLEAMING
SURFACES X 8.2
DISINFECTANT X 8.3
FILTER X* 8.4
CORROSION WEE N/A

SECTION 6

SPRAY BALL X STEP3

* It is recommended to change the Filter after mixing 6 batches or when the 132
Gallon Dry Acid Dissolution Unit Requires Disinfection. If a tank becomes

contaminated, the tank will need to be disinfected before a new filter is installed.

** It is recommended that you look for corrosion or salt deposits at the Final Fill
Sensor, Propellers and Shaft within the Unit’s Tank. Also, look for any corrosion
around the connectors at every valve. Any excessive corroded part on the unit
should be clean and replaced if needed

GranuFlo® Il Unit

PROCEDURE B:izu s bl NE?;ED SEE:’::{-)N
RINSE CYCLE X 6
e | x .1
ciomne x 5.2
DISINFECTANT X 8.3
FILTER X 8.6
e X 8-4.2
CORROSION X*#* N/A
SPRAY BALL X el
STEP3

* It is recommended to change the Filter after mixing 6 batches or when the 99
Gallon Dry Acid Dissolution Unit Requires Disinfection. If a tank becomes
contaminated, the tank will need to be disinfected before a new filter is installed.

** It is recommended that you look for corrosion or salt deposits at the Final Fill
Sensor and within the Unit’s Tank. Also, look for any corrosion around the
connectors at every valve. Any excessive corroded part on the unit should be clean
and replaced if needed.
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Sodium Hypochlorite
“Bleach” DISINFECTION

Operators Manual:
Section 8.3
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Sodium Hypochlorite (bleach) Disinfection

Operators Manual Section 8.3

SODIUM HYPOCHLORITE (BLEACH) DISINFECTION

Clorox Regular Bleach (Sodium hypochlorite 5-10%)

| 3 )
Ingredient Concentration Exposure Limit
Sodium hypochiorite 5-10% Not established

CAS#7681-52-9

Sodium hydroxide <1% 2 mg:m;
CAS# 1310-73-2 2mg/m

*for more references please refer to the MSDS attached to this ETR

WARNING! ENSURE THE TRANSFER LINE IS NOT CONNECTED TO A
CONCENTRATE STORAGE CONTAINER/TANK.

NOTE: USE ONLY SODIUM HYPOCHLORITE (5% TO 10%) TO DISINFECT THE
GranuFlo® DISSOLUTION UNIT. MAKE SURE THE BLEACH DOES NOT
CONTAIN A CLEANER.
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Sodium Hypochlorite (bleach) Disinfection

Operators Manual Section 8.3

1. Disinfect as required.

2. (A) Remove the Filter Housing and
(B) Discard the Filter Element
(C) Replace the Filter Housing, but do not
insert a replacement Filter at this time.
Connect the Transfer Nozzle to the end of
the Transfer Line and make sure the
Transfer Nozzle Valve is CLOSED.

B. Remove and discard used
filter element.

-C.Replace housing and
tightened into place.

' "Mixing Training Course" P/N 460030 Rev. E
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Sodium Hypochlorite (bleach) Disinfection

Operators Manual Section 8.3

3. Press the RINSE Start Button. The fill light indicator will turn on and the
tank will fill to the 25-Gallon Sensor.

4. Once the water reaches the 25-Gallon Sensor the unit will automatically
step to RECIRCULATE operation. Using your safety glasses inspect spray
ball operation.

The unit will step to DRAIN and FILL Operations again.

When the water reaches the 25-Gallon Sensor during the second RINSE,
add 0.5 gallons (1.9 liters) of bleach (sodium hypochlorite 5% to 10%) to
the rinse water in the Tank and allow it to recirculate for the duration of
the RINSE CYCLE.

7. At the completion of the last RINSE operation (to which the bleach has
been added), initiate two (2) complete RINSE CYCLES.

When completed, Check two (2) areas for residual bleach.
(SEE NEXT PAGE)
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Sodium Hypochlorite (bleach) Disinfection

Operators Manual Section 8.3

Checking from (1) Transfer Hose

O Press Dissolution START button. When water has reached the 25 Gallon Sensor, use
STEP MODE to skip to TRANSFER operation.

Q Press the Dissolution START button. Open the Transfer Valve on the GranuFlo®
Dissolution Unit. Then, slowly open the Valve on the Transfer Nozzle. Allow water to
flow to the drain for 30 seconds and then collect a sample to test for residual bleach.
Close Transfer Nozzle Valve.

Checking from (2) Drain Hose

Q Using STEP MODE skip to CYCLE COMPLETE operation and press Dissolution START
Button (132 Gal).

O Using STEP MODE skip to DRAIN operation and Press Rinse START Button (99 Gal).

Q The Drain Valve will Open. Allow water to drain for 15 seconds and collect a sample
from the Drain Hose to test for residual bleach.
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Sodium Hypochlorite (bleach) Disinfection

Operators Manual Section 8.3

8. If residual bleach levels are higher than ANSI/AAMI Standard limit of <0.1
ppm (RD61: 2006), in any of the two areas initiate another complete RINSE
operation. After the RINSE CYCLE is complete, start from section 8.3:
number 5, to check for residual bleach. Continue the RINSE CYCLE and test
procedure until bleach residuals are within ANSI/AAMI Standard limit of
<0.1 ppm (RD61:2006) in both places.

9. Once you have attained an acceptable bleach residual reading, connect the
Transfer Line back onto the GranuFlo® Dissolution Unit Transfer Line
Holder.
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Sodium Hypochlorite (bleach) Disinfection

10.

11.

12.

13.

14.

Operators Manual Section 8.3

Turn the unit’s power OFF and ensure that
the main transfer ball valve is CLOSED.

Remove Filter Housing and drain all
residual water from the Housing.

Install new Filter and tighten Filter Housing
into place (See Adjacent Figure).

Unhook Transfer Nozzle and place Transfer
Line onto the Transfer Line Holder.

Immediately after RINSE CYCLE, make a
batch of Dry Acid Product. Leaving the
GranuFlo® Dissolution Unit with only
treated water or wetted with only treated
water leaves the Unit susceptible to
bacterial growth.

Main Transfer Ball Valve

:::::"“'--,_ %1

A Unscrew Filter Housing.

M“

+
o

:__x %/

T
'“w-.,__\___\_-h___

B. Remove and discard used Filter Element.

=

)

. —
=

—— —

C. Insert new Filter Element (PN G84-202-02)

D. Replace Housing and lock into place and
open valve.

A
- FRESENIUS

v

MEDICAL CARE
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Sodium Hypochlorite (bleach) Disinfection

Operators Manual Section 8.3

Sodium Hypochlorite (bleach) Disinfection
Step Summary

Cycle Operation Operation # Comments/Instruction
Rinse Fill 1 Press start on the Rinse Cycle * % .
o Rinse Recirculate 1 Check for Spray Ball Operation If residual bleach
+ Rinse  |Drain 1 levels of samples are
) Rinse Fill ) Press pausia-nd add blﬁach (0.5Galor1.91) h igher than 0.1 ppm.
o then press “Rinse Start” to resume. ] )
= Rinse  |[Recirculate 2 Continue rinse cycle
O Rinse  Drain 2 and test until bleach
Rinse Cycle Complete 2 .
— Rinse  |Fill 1 Press Start on Rinse Cycle (2" Rinse Cycle) residuals are less
Rinse Recirculate 1
++ Rinse Drain 1 than 0.1 ppm.
Q Rinse  [Fill 2
O Rinse Recirculate 2
5 Rinse Drain 2
Rinse Cycle Complete 2
Rinse Fill 1 Press Start on Rinse Cycle (2" Rinse Cycle)
@\ - -
Rinse Recirculate 1
++ Rinse Drain 1
Q Rinse  [Fill 2
O Rinse Recirculate 2
5 Rinse Drain 2
Rinse Cycle Complete 2
Dissolution |Fill Step Mode After Disinfection is
Dissolution |Transfer Step Mode [Test from Transfer line** completed, remember
Dissolution (Cycle Complete Step Mode [Test from Drain ** ————> to make a batch of Dry
Acid product.
TV T F " Page 88 of 113
=" rresns e ses 9

v MEDICAL CARE



Transfer Filter and
Base Stand Pipe Filter Replacement

Operators Manual:
Section 8.4
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FILTER REPLACEMENT

Operators Manual Section 8.4

TRANSFER FILTER REPLACEMENT

WHEN?

= The Filter shall be changed AFTER mixing 6 BATCHES.
=  When the GranuFlo® Dissolution Unit requires DISINFECTION.

NOTE

THE FILTER USED MUST BE COMPATIBLE WITH FRESENIUS MEDICAL CARE DRY ACID
PRODUCT AND RATED AT 1 MICRON. FRESENIUS MEDICAL CARE. P/N G84-202-12 IS A
POLYPROPYLENE FIBER WOUND ON A POLYPROPYLENE MESH CORE AND MEETS THESE
REQUIREMENTS. CELLULOSE FILTERS ARE NOT COMPATIBLE WITH THE FRESENIUS
MEDICAL CARE DRY ACID PRODUCT AND WILL BREAK DOWN, CLOGGING AFTER ONLY A
FEW BATCHES.
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FILTER REPLACEMENT

Operators Manual Section 8.4

TRANSFER FILTER REPLACEMENT

HOW?

= Ensure Mixing Tank is empty
=  Power to the GranuFlo® Dissolution Unit has been turned off.
= MAIN TRANSFER BALL VALVE is closed.

= Follow the Figure A, B, C, and D for removal and replacement of the filter.

Main Transfer Ball Valve
(& a
. - e —
1\
| ||IIII
I |
| I
]
i,
| lf‘xn.
(-
AU B. Remove and discard used Filter Element.
—
7 &7
| \,C -f'“-;q
p == —
—T7 1 —
l\?:_-_—:—:;; —_
W\
\
- = 7 ~\! {
C. Insert new Filter Element (PN G84-202-02)
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SENSOR REPLACEMENT

Operators Manual:
Section 8.5
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SENSOR REPLACEMENT

Operators Manual Section 8.5

Sensor Replacement
NOTE: IF THE FINAL FILL SENSOR NEEDS ADJUSTMENT OR REPLACEMENT, THEN A QUALIFIED TECHNICAL PERSONNEL SHALL COMPLETE THIS
AND THE FOLLOWING TASKS. SAMPLE MUST BE DRAWN FROM THE FIRST BATCH OF CONCENTRATE MIXED. THIS SAMPLE MUST BE ANALYZED
FOR CORRECT SOLUTION MIX BEFORE THE CONCENTRATE CAN BE USED. BEFORE REPLACING THE FINAL FILL SENSOR OR RELOCATING THE
DRy AcID DissOLUTION UNIT CONTACT FRESENIUS MEDICAL CARE TECHNICAL SERVICE AT 1 (800) 227-2572 AND REQUEST TWO (2)
EMPTY SAMPLE BOTTLES (P/N G83-535-02). SEE APPENDIX D OF THE OPERATORS IMANUAL FOR FURTHER INSTRUCTIONS.

(1) Request 2 Empty sample bottles
(P/N G83-535-02).

-

W

-

Ll

-

=

(2) Follow Appendix D

APPENDIX D: FIRST BATCH VERIFICATION INSTRUCTION S

Once the Final Fill Sensor is replaced or unit relocated and the empty sample bottles are available.
Plug in the power cord. Tum treated water on. Turn the power switch ON (Red switch on the right
side of the GranuFlo Dissolution Unit II). Verify the power light activates

. As per the Operators Manual section 6.0, secure the tank lid and initiate the RINSE CYCLE.

As per the Operators Manual section 7.0, run a DISSOLUTION CYCLE by pressing the DISSOLUTION
Start Button. When the Add Granules Light flashes check to make sure water has reached the Mig-
Level Sensor, and then add the six (6) boxes of GranuFlo® or Citrasate® DRY product.

NOTE: MAKE SURE TO FILLTHE PRODUCTION BATCH RECORD FORM ATTACHED TO THIS MANUALWITH
“THE PRODUCT INFORMATION.

'WARNING: DO NOT USE ANY BOX: 0° DRY THAT
HAS BEEN OPEMED OR TAMPERED WITH. IT1S IMPORTANT THAT THE ENTIRE COMTENTS OF
EACH BOX ARE EMPTIED INTO THE DISSOLUTION TANK.
'WARNING! THE USE OF EYE PROTECTION AMD GLOVES IS RECOMMENDED WHEN HANDLING
DRY ACID PRODUCT. IF CONTACT WITH EYES, RINSE IMMEDIATELY FOR 15 MINUTES. IF CONTACT
"WITH SKIN, FLUSH WITH PLENTY OF SOAP AND WATER. SEE MATERIAL SAFETY DATA SHEETS
(MSDS) FOR THE DRY ACID PRODUCT BEING USED FOR FURTHER PERSONAL PROTECTIVE
EQUIPMENT (PPE) OR EMERGENCY REQUIREMENTS/INSTRUCTIONS.
As per the Operators Manual sction 7.1, perform the Specific Gravity Test and record the results on
the production batch record form,

B B>e

Collect a sample of the final product(s) using the (2] sample bortles. The product sample(s) will be
analyzed in accordance to manufacturer’s proguct specifications. If only one product code is being
used, collect two (2) samples of that product to be analyzed.
Place the sample bottles and the following completed forms into a shipping box

* Copy of the Production Record Form (Operator's Manual — Form 1 or Form 2)

+  Batch Analysis Form (Operator's Manual pg 44)

Cutout and affix the pre-printad mailing Iabel from the Batch Analysis Form to the box. It is the
responsibility of the RES 10 ship the samples 1o the "Ship To” address on the Batch Analysis Form
Contact Fresenius Medical Care Laboratery at (972) 529-7291 for results.

NOTICE: The composition of thefirstbatch of GranuFlo / Citrasate® DRY proguct must be tested by
a qualified testing laboratary to ensure that the resulting product meets the GranuFlo® / Citrasate®
DRY product specifications. f final solution did not meet final batch criteria for use, the batch of
concentrate must be discarded (See Secmion 13: ConcenTRATE SOLUTION DisPosaL, pace 37).

(3) Ship Samples Using
BATCH ANALYSIS FORM

=" FRESENIUS
¥ MEDICAL CARE

BATCH ANALYSIS FORM

Customer Information Form

NOTE: TO PREVENT BATCH ANALYSIS DELAYS, THIS FORM MUST BE
COMPLETE AND ACCURATE.

Clinic Name:
Contact Name: Contact Phone Number:
Clinic Fax Number: OR Email: @

Dissolution Tank Serial Number:

Product Catalog Number:

Important:
Lot Number:
Date Sample Taken: Sample By:
Ship To: 4 3 H ™
i Lot Fresenius Medical Care )

Irving Manufacturing
5201 Regent Blvd., Suite 100
ITrving, TX 75063
Attention: Laboratory
Ship: Overnight

A
- FRESENIUS

v MEDICAL CARE
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Disposal of Concentrate Solution

Operators Manual: Section 13

/ .

Residual Solutions
“Bucket Disposal”’ Section 13.2
Section 13.1

“Tank Disposal”
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DISPOSAL of CONCENTRATE SOLUTION

13.1: RESIDUAL SOLUTION BUCKET DISPOSAL

There are three occasions that require the need to discard residual solution.
Those occasions are described as follows:

= Filter Housing Residual: Whenever you have to change out a Filter, then
the solution in the Filter Housing shall be poured into the Residual
Solution Bucket.

=  Hydrometer Cylinder Residual: Once you are complete with the
Specific Gravity Test, the solution in the Hydrometer Cylinder shall be
poured into the Residual Solution Bucket.

= |nitial 3.5 Gallon Transferred Solution: This is the 3.5 gallons of solution
transferred into the Residual Solution Bucket in the beginning part of the
Specific Gravity Test, section 7.1.
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DISPOSAL of CONCENTRATE SOLUTION

13.2: TANK SOLUTION DISPOSAL

There are five occasions in which you will need to discard the solution in the
Dry Acid Dissolution Unit. Those occasions are described as follows:

= Expired Solution: If solution remains in the Dry Acid Dissolution Unit
Tank for more than 14 days.

= Foreign Object: Any foreign object falling into the Dry Acid Dissolution
Unit Tank after the dry acid product has been added.

" |Incorrect Catalog Used: Any batch preparation with incorrect dry acid
product catalog (s) numbers

= Specific Gravity Out of Range: Any batch prepared that has been found
out of range.

= Dry Acid Unit Needing Service: Any Dry Acid Dissolution Unit that
contains solution that becomes inoperable.
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DISPOSAL of CONCENTRATE SOLUTION

continued

CONCENTRATE SOLUTION DISPOSAL PROCEDURE:

MIXED DRY ACID CONCENTRATE SOLUTION HAS A PH BELOW 6. THEREFORE,
IF YOU MUST DISPOSE OF ACID CONCENTRATE SOLUTION BECAUSE OF ONE
OF THE ABOVE SITUATIONS, YOU SHOULD FOLLOW ANY APPLICABLE
DISPOSAL REQUIREMENTS OF YOUR LOCAL, STATE, AND/OR FEDERAL
AUTHORITIES. SEE CLINIC MANAGER FOR MORE INFORMATION.

WARNING! SOME CHEMICALS USED TO NEUTRALIZE ACID CONCENTRATE
SOLUTIONS MAY CAUSE SPLATTERING AND/OR GENERATE DANGEROUS LEVELS OF

A GASES WHEN COMBINED. FOR EXAMPLE, POTENTIALLY DANGEROUS LEVELS OF
CARBON DIOXIDE MAY BE RELEASED WHEN SODIUM BICARBONATE IS USED AS THE
NEUTRALIZING AGENT. PLEASE CAREFULLY CONSIDER THESE ISSUES, INCLUDING
PROPER VENTILATION, IF NEUTRALIZATION IS REQUIRED.
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DISPOSAL of CONCENTRATE SOLUTION

continued

Immediately after a tank disposal, step unit to CYCLE COMPLETE, press
STEP MODE button to turn OFF, then ensure that the water inlet valve is
open and perform two (2) RINSE CYCLES by pressing the RINSE CYCLE start
button and by pressing it again when the first RINSE CYCLE is completed.

After completing two (2) full RINSE CYCLES visually inspect if there is any
powder deposits remaining in the tank. These can be removed by running
additional RINSE CYCLES in the unit.

Immediately after rinsing the tank clean, make a batch of Dry Acid
Product. Leaving the GranuFlo® | Dissolution Unit with only treated water
or wetted with only treated water leaves the Unit susceptible to bacterial
growth.

CAUTION! DO NOT ALLOW THE UNIT TO REMAIN FULL OF WATER
WITHOUT THE ADDITION OF FRESENIUS MEDICAL CARE DRY ACID
PRODUCT. BACTERIAL GROWTH MAY OCCUR.

"Mixing Training Course" P/N 460030 Rev. E Page 98 of 113

A
FRESENIUS FOR TRAINING PURPOSES ONLY

g
v

MEDICAL CARE



Manual Control Operations
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MANUAL CONTROL OPERATIONS

Operators Manual
Section 9.1

Pause State s

Manual COntrOl | Ste MOde Operators Manual
Operations P Section 9.2

Operators Manual

>ection 9.0 Main Power Operators Manual
H Section 9.
Disconnect 23
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MANUAL CONTROL OPERATIONS

Time Remaining Indicator

Dlssolutlon Cycle status Indicators

\ Rinse Cycle Status Indicators
|

e )
Step Mode: . LUTION INSE \
ON/OFF Button| . e o

()| 0o GranuLES ()| recmeutare
Power ON REMAINING ()| ax ()| omam
Indicator \\ STEP MODE 8 f.:' S e
|Cyc|e PAUSE IM#’G” O
Push Button LATE

@

GRANUFLO® |

DISSOLUTION
UNIT

Cycle STEP | _—
Push Button

Dissolution Cycle

START Push ) i
Button
GRANUFLO®
Rinse Cycle DISSOLUTION
START Push Fresenius Medical Care UNIT
Button /
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MANUAL CONTROL OPERATIONS

Pause State

PAUSE STATE
If at any time the operator needs to PAUSE a timed operation during the cycle,

the PAUSE button may be pressed.

= This will cause the Indicating light for the (¢ ~ ~
. DISSOLUTION RINSE
current step of the operation to flash. C ) égw §"‘ﬂm
= In the PAUSE state Pressing the PAUSE button e S %E:: Te
or placing the control into the STEP MODE will O eree comeuen
disable the pump, agitators, drains, fill valves, [ ]
etc. GRANUFLO®
. ) D ulﬁlﬂ'lﬂﬂ
= To continue the cycle, press the START button | \ESERESNEEESICES Y
and the timers will resume.
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MANUAL CONTROL OPERATIONS

Step Mode

When to Use it?
The STEP MODE function is intended to be used during the Disinfection operation
or when it is necessary to discard an incorrectly mixed batch of solution.

How To Use it?

Press the STEP MODE ON/OFF button
The step Mode Indicator light will illuminate.

System will enter STEP MODE and all operations
will be suspended.

Press STEP button to skip to desired operation. (r

(operation indicator light will illuminate)
Press the STEP MODE ON/OFF button and the

operation is continued.

00000000 §
H
HRl

|

THH
:

0

Fresenius Medical Care

GRANUEF

DISSg HI"FDN

CYCLE COMPLETE

LO®

J
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MANUAL CONTROL OPERATIONS

Main Power Disconnect

MAIN POWER DISCONNECT

The MAIN POWER Switch is provided to allow the operator to completely shut
down the power to the GranuFlo® Dissolution Unit.

The Main Power Disconnect Switch should be switched to the OFF position
when the GranuFlo® Dissolution Unit is not in use or in case of an emergency.

Remove POWER PLUG from wall receptacle to disconnect power. A 'LOCKOUT
device may be used to prevent unauthorized start up.
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Appendix and Forms
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OPERATORS MANUAL APPENDIX A

SPECIFIC GRAVITY RANGES

APPENDIX A: GRANUFLO DRY ACID TABLE OF SPECIFIC GRAVITIES

Specific Gravity Ranges

1:44 PROPORTIONING

17°C to 21°C 22°Cto 26°C 27°Cto 31°C

Catalog Number | Low High Low High Low High

~|0oFD1251-3B |1.191 | 1203 |1.188 |1.200 |1.186 |1.198

OFD2201-3B | 1.191 |1.203 |1.189 |1.201 |1.187 |1.199
« | OFD2231-3B |1.192 |1.204 |1.190 |1.202 |1.187 |1.199
“lorp2251-38 [1.192 [1.204 [1190 |1202 [1.188 |1.200
OFD2301-3B | 1.193 | 1.205 1.191 | 1.203 1.189 1.201
OFD3201-3B | 1.193 | 1.205 1.191 | 1.203 1.188 1.200
OFD3231-3B | 1.194 | 1.206 1.191 | 1.203 1.189 1.201
OFD3251-3B | 1.194 |1.206 |1.192 |1.204 |1.189 |1.201
OFD3301-3B |1.195 |1.207 |1.193 |1.205 |[1.190 |1.202

3K

Thermometer Specifications: Temperature Range 25° C +/-5°C (68° to 86° F) and accuracy +/- 1°C (3.6 °F)

For Reference Only.
See Appendix A in Operator’s Manual
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OPERATORS MANUAL APPENDIX B

APPENDIX B: CITRASATE® DRY SPECIFIC GRAVITIES TABLE
Specific Gravity Ranges

SPECIFIC GRAVITY RANGES

1:44 PROPORTIONING

16.5°Cto0 21.4°C  21.5°Ct0 26.4°C [26.5°Cto 31.4°C
(61.7°F to 70.6°F) |(70.7°F to 79.6°F) |(79.7°F to 88.5°F)

Catalog Number Low High Low High Low High
OFD1231-DA 1.192 | 1.204 1,189 | 1.201 | 1.187 | 1.199
% I0FD1251-DA 1.192 1.204 1,190 | 1.202 | 1.188 | 1.200
0FD2231-DA 1.194 1.206 1.191 1.203 1.189 1.201
x OFD2251-DA 1.194 1.206 1.192 1.204 1.189 1.201
0FD2301-DA 1.195 1.207 1.193 1.205 1.190 1.202
OFD3231-DA 1.195 1.207 1.193 | 1.205 | 1.191 1.203
X OFD3251-DA 1.196 | 1.208 1.194 | 1.206 | 1.191 | 1.203
OFD3301-DA 1.197 1.209 1.194 1.206 1.192 1.204

Minimum Thermometer Specifications: Temperature Range 25° C +/-5°C (68" to 86° F) and accuracy +/-

1°C (3.6 °F)
For reference only.
See Appendix B in Operator’s Manual

= CRESENIUS

g
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OPERATORS MANUAL APPENDIX C

P i ] Dry
GranuFlo Citrasate [BI}}
GranuFlo® Citrasate [B§Y]
This card is intended to be a supplement to the FMCNA Dry Acid Dissolution Unit Operators Manual and the . o » =
Citrasate® Dry /GranuFio® product labels. Refer to the FMCNA Dry Acid Dissoluion Urit Operators Manual and the Citrasate Instructions for Dissolution (Continued)
Dry/GranuFlo product labels for a 1 of mixing ir . hazards, contr and precautions. q
Gather extra bag material at the top with your thumb facing down. This will allowthe
Preparation for Dissolution Cycle m proper hand position when the bagis inverted. -
—
o' Note: FMCNA Dry Acid Dissolution Units are df d for use with Citrasate Dry or GranuFlo Acid products only m
Note: Do not use GranuFlo or Citrasate Dry cases if is op d or g :
-
BRI octerminenowmuchprocutis reutestorming (e Tasle 1 slow C Y N e R T v o g
FMCNA Df)_rAcrdessdmon Unit No. of Cases Needed 2
o m Releasethe gathered end of the bagand allow the contents to empty into the tank. Once
g (7, all of the powderhas tothe di it remove and discardthe empty
- > =« bag.
= >
< O
m Checkcaselabels to ensure all cases are ofthe same catalogue number. : wfd Repeat steps 7-10 untilthe correct number of bags have been emptied intothe Dry Acid
o © Dissolution Unit
IETTEN  compietethe Dry Acid Batch Production Recordform. o Qh)
Note: The ch cas -
Use waterthat meets or exceeds ANSUAAMI RDE2 or SO 13959 hemodialysis water quality (& Q_
3! standards. Water temperature should be 20C —30C (68F — 86F) for proper dissolution. : —
w O Dry off the UpperLevel Sensors. /
L
Instructions for Dissolution I = '
D = Labelthe FMCNA Dry Acid Dissolution Unitwith contents and dates prepared. :
0' Note: The contents in the GranuFlo or Citrasate Dry cases may clump or harden. This does not affect the G |
chemical composition of the product U |
g x Heplal‘.eme small accesslidand pressthe DISSOLUT]ON START button. The :
Ri Cycl st b leted prior to initiating the batch of trate Unitwill p tothe Mix Op . Followthe FMCNA Dry Acid |
190, LYCI0. i 00 pronie 4 e e ol concom o = Dmsolmon Unit Operator' Manual for instruction to complete the mixing process. J_{"}_
m Ensure :m:cess Port Lidis in place, Transfer Valve is closed and Input Water o -c
s u_ q:) Once the TransferIndicator Light flashes, the concentrate can be tested for the specific |
m Press the RINSE START button. gravity. '
Q. After the Specific Gravity value is found to be acceptable, followthe FMCNA Dry Acid T
m g.g%%?ﬁﬁ&?gf&%ﬂ:gﬁ“h Do Sc Tl oldiion SnihepressIig e Dissolution Unit Operators Manualto transferthe solution to appropriate storage [ /
< containers. |
m Wait for the ADD GRANULES light priorto adding dry acid product. w -
St RS 2
m o Note: be stored in the Dry Acid Dissolution tank for
m Remove small accesslid on FMCNA Dry Acid Dissolution Unit VAo B0 WRAR 17000 ) CRSiR: OF. O MOV 0T
SIOF T Open a case of GranuFlo/Citrasate Dry and cut off the tops of all bags just below
the bag seal, leaving as much exira baglength as possible. When using Citrasate {
Dry, do not cut off top of small, orange acetate bag untilimmediately priorto 83041 P ket o .
adding.
n HYH H. n
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OPERATORS MANUAL APPENDIX D

For Reference Only.
See Appendix D in Operator’s Manual

APPENDIX D: FIRST BATCH VERIFICATION INSTRUCTIONS

1. Once the Final Fill Sensor is replaced or unit relocated and the empty sample bottles are available.
Plug in the power cord. Turn treated water on. Turn the power switch ON (Red switch on the right
side of the GranuFlo | Dissolution Unit). Verify the power light activates.

2. As per the Operators Manual section 6.0, secure the tank lid and initiate the RINSE CYCLE.

3. As per the Operators Manual section 7.0, run a DISSOLUTION CYCLE by pressing the DISSOLUTION
Start Button. When the ADD GRANULES light flashes check to make sure water has reached the Mid-
Level Sensor, and then add the eight (8) boxes of GranuFlo® or Citrasate® DRY product.

THE PRODUCT INFORMATION.
WARNING: DO NOT USE ANY BOX OF GRANUFLO® OR CITRASATE® DRY CONCENTRATE
THAT HAS BEEN OPENED OR TAMPERED WITH. IT IS IMPORTANT THAT THE ENTIRE
CONTENTS OF EACH BOX ARE EMPTIED INTO THE DISSOLUTION TANK.
WARNING! THE USE OF EYE PROTECTION, DUST MASK AND GLOVES IS RECOMMENDED WHEN
HANDLING DRY ACID PRODUCT. IF CONTACT WITH EYES, RINSE IMMEDIATELY FOR 15 MINUTES. IF
& CONTACT WITH SKIN, FLUSH WITH PLENTY OF SOAP AND WATER. SEE MATERIAL SAFETY DATA SHEETS
(MSDS) FOR THE DRY ACID PRODUCT BEING USED FOR FURTHER PERSONAL PROTECTIVE EQUIPMENT
(PPE) OR EMERGENCY REQUIREMENTS/INSTRUCTIONS.

® NOTE: MAKE SURE TO FILL THE PRODUCTION BATCH RECORD FORM ATTACHED TO THIS MANUAL WITH

4, As per the Operators Manual section 7.1, perform the Specific Gravity Test and record the results on
the production batch record form.

5. Collect a sample of the final product(s) using the (2) sample bottles (P/N G83-535-02). The product
sample(s) will be analyzed in accordance to manufacturer's product specifications. If only one
product code is being used, collect two (2) samples of that product to be analyzed.

6. Place the sample bottles and the following completed forms into a shipping box:
+ Copy of Batch Production Record Form (Operator’s Manual — Form 1 or Form 2}
* Batch Analysis Form (Operator's Manual pg 43)

7. Cutout and affix the pre-printed mailing label from the Batch Analysis Form to the box. It is the
responsibility of the RES to ship the samples to the “Ship To" address on the Batch Analysis Form.
Contact Fresenius Medical Care Laboratory: at (972)-929-7291 for results.

8. NOTICE: The composition of the first batch of GranuFlo® / Citrasate® DRY product must be tested by
a qualified testing laboratory to ensure that the resulting product meets the GranuFlo® / Citrasate”
DRY product specifications. If final solution did not meet final batch criteria for use, the batch of
concentrate must be discarded (SEE SECTION 13: CONCENTRATE SOLUTION DISPOSAL PROCEDURES, PAGE 37).
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OPERATORS MANUAL

FORM 1: GranuFlo® Batch Production Record

FORM 1: GranuFLO® BaTcH PropucTion RECORD

Diztysis Unit Name & Location #: Granuflo | Dissolution Unit Serial #:

DRY ACID PRODUCT CASE INFORMATION

OFERATOR [print noma): DusTE: TRME: Eiaitch &:

CASE 1- Dry Acid Catmiog & (labed on o) EON Lot # Fotmssium & [1F, Z¥, 3%]
CASE 2= Dry Acid Catnlog & B Lot ¥ Fotassium &

CASE 3: Dry Acid Catnloz & BOX Lot # Fotmssium &

CASE 4: Dry Acid Catnlog & O Lot # Fotassium &

CASE 5: Dry &cid Caknloz § B Lot & Foiassium &

CASE 62 Dry Acid Catnlog & B Lot ¥ Fotassium &

CASE 7- Dry Acid Catnlox & B Lot & Fotmssium &

CASE 8 Dry Acid Catslog & B0 Lot Fotaszium &

L. After Final Fill Lewel has been resched, CLOSE water supply valve to the Unit. Once this is done check the box O
SPEOAC GRAVITY

Iezmured Temp Frint Cainlox &-Specific Grawtty Value for the Messured Temp lsted in Appendin i Mezmured Specific Gravity Value: Chck one
TENIP: LOMWA: HIGH: I pass

] il fuaid s=ction)
OPERATOR SIGNATURE- VERIFIER SIGMATURE:

For Reference Only.
See form in Operator’s Manual
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OPERATORS MANUAL

FORM 2: Citrasate” DRY Batch Production Record

FORM 2: CitrasATE® DRY wiTH ACETATE ProDUCTION RECORD

Dhisii v5es LINIT MAME & LOCaToN f: GranuFlo | Dissolutson Unit Serial #:

DRY ACID PRODUCT CASE INFORMATION

OFERATOR [print nome: DIATE: TIME: Eatchi#:

CASE 1- Dry Acid Caénlox & |lsbel on boa) BiOX Lot & -l-qu:LDedr"bnoc Fotmssium &{1K, 2K, 3%]
Yes O

CASE ¥ Dry Acid Catslog & BON Lot & 4" bag umed < bou Fotassium &
ves O

CASE 3: Dry Acid Catslog & BOX Lot & 4=mmedrfbm: Fotazsium &
ves [

CASE &: Dry Acid Catslog & BON Lot & 47 bag umed + how Fotassium &
ves OO

CASE 5: Dry Acid Catmiog & BOX Lot & 4 bag used + bow Fotmssium &
ves O

CASE &2 Dry Acid Catlog & BOX Lot & 4 bag umed ¥ bo Fotmssium &
ves O

CASE 7- Dry Acid Catalog & BOX Lot & 4" bag used + bow Fofmssium &
Yes O

CASE 8- Dry Acid Catlog & BOX Lot & 4 bag umed ¥ bo Fotmssium &
ves O

SFECIFIC GRANTTY
iemzuras Temp Print Catsiog # -Specific Gravity Vsle for the Measured Temp listed in Appendix &: Menzured Specific Gravity Ve Check D
TEMP: LOAN: HIGH: Opaex
[l Fail {woid sectian)
L After Final Fill Lewel has been resched, CLOSE water supply vakee to the Unit. Omce this is done check the box O
OFERATOR SIGMATURE: WERIFIER SIGNATURE:

For Reference Only.
See form in Operator’s Manual
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BASE STAND PIPE FILTER

(Only on the 99 Gal, Operators Manual Sec 8.4.2)

BASE STAND PIPE FILTER REMOVAL
= Using Base Filter Rod, P/N 260025 (A)

=  Reach into the tank and connect the small end of the shaft into the Screw Nut of
Base Filter (B).

=  Turn the Screw Nut Counter Clockwise until the Base Stand Pipe Filter is no longer
attached to the tank.

= Use the Base Filter Rod to help lift the Base Stand Pipe Filter out of Tank.

/ After Removing the Base
Stand Pipe Filter.
= (Clean with purified
Pie PlateFitter
: water
0l = Re-install
[T Iy ™!
A. P/N 260025, Base Filter Rod B. Base Stand Pipe Filter Removal
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Copyright and Trademark Statements

© 2014, 2016, 2017, 2023 Fresenius Medical Care. All Rights Reserved.

Fresenius Medical Care, the triangle logo, GranuFlo and Citrasate are trademarks of
Fresenius Medical Care Holdings, Inc. or its affiliated companies. All other
trademarks are the property of their respective owners.
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