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Granuflo Concentrate Mixer Procedures

Granuflo™ Batch Production Record
Part 1
Granuflo™ Dry Acid Catalog Number
Dissolution Tank Serial Number
Facility Name
Date & Time Mixed
Operator
Batch Size (Gallons)
Number of Boxes to be used
Acceptable Specific Gravity Range ......Low High
Mofe — Refer to manufacturer's table, "Granufio ™ Dry Acid Specific Gravity”.
Part 2
Initials
1. Area cleaned (Mo other Catalog/Formulation Numbers or empty packets
from previous mixing procedures in area)

2; 1 Micron Filter installed (replaced if transfer time has become excessive and
during Disinfecting Granuflo™ Mixer procedure)
3. Rinse performed YES/MNO (circle) Date Completed
4. Verify Tank is empty at start of dissolution cycle
5. Verify Tank is approximately ¥z full when the Granuflo™ “ADD GRANULES"
begins to flash
8. Granuflo™ Lot Number(s) (Lower right cormer of boxes)
Box #1 Lot Number Box #2 Lot Number
Box #3 Lot Number Box #4 Lot Number
Box #5 Lot Number Box #6 Lot Number
Box #7 Lot Number Box #8 Lot Number
Operator's Signature
Licensed Nurse Signature
s Number of boxes added
8. Label Tank with Date & Time, Catalog Number and Formula
9. Dissolution Complete (visual check)
10. Hydrometer Specific Gravity Check:
Hydrometer Reading
Refer to Acceptable Specific Gravity Range in Part 1 above.
Operator’'s Signature
Licensed Nurse Signature
Al Transfer Line and Filter Housing rinsed to drain for 30 seconds with
concentrate batch
12, Catalog Number on Granuflo™ mixer and Batch Production Record matches

Catalog Number on Storage Tank to be filled
Operator's Signature
Licensed Nurse Signature
13. Date Granuflo™ batch transferred to Storage Tank
MNofe — Batch must be transferred to Storage Tank within 14 days of mixing/preparation.
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Concentrate Final Mix Validation

45X CitraPure Dry Acid
Formula| Nat | K+ | Catt | Mgt | Citric | Dextrose |  Hydromeer
D4- Lower | Upper

Series | mEq/Lit | mEq/Lit | mEq/Lit | mEq/Lit | mEq/Lit| mg% | Value | Value
D4103 | 10000 | 200 | 225 | 100 | 240 | 100.00 LI | 1207
D4-108 | 10000 | 200 | 200 | 100 | 240 | 100.00 L184|  1.208
D4-109 | 10000 | 300 | 225 | 100 | 240 | 100.00 L1§6| 1210
D4-110 | 10000 | 300 | 200 | 100 | 240 | 100.00 LIB4| 1207
D4-114 | 10000 | 100 | 250 | 100 | 240 | 100.00 LIB3| 1206
D4-116 | 10000 | 200 | 250 | 100 | 240 | 100.00 LI84] 1208

D4117 | 10000 | 300 | 250 | 100 | 240 | 100.00 L8| 1210
D4124 | 10000 | 200 | 300 | 100 | 240 | 100.00 LI§7] 1211
D4-126 | 10000 | 300 | 300 | 100 | 240 | 100.00 LI88| 1212
D4-128 | 10000 | 400 | 300 | L00 | 240 | 100.00 LI§9] 1213

NOTE: ~ When checking specific gravity, be aware that the addition of any substances,
foreign or otherwise, may cause the present values to be different from the listed
valugs.




Granuflo Concentrate Mixer
Procedures

TITLLE: GRANUFLO® COMNCENTRATE DISSOLUTIOMN UMNIT (132
GALLOMN) MIXING PROCEDURE

Materials required:

- Eight (8) boxes of desired formula‘catalogz number of Granuflo® Concentrate for a 132
zallon tank

- Granuflo® Batch Production Record
- Clean Soft Cloth
- One (1) hydrometer with graduated cylinder
- IDnigital pocket thermometer with the follow ing muanirmum specifications:
a. Range: 25°C (+/- 57C): 687 o 86°F
b Accuracy: Hi'- 1°0C; 3.6°F
- Transfer MNMoxzzle (if dispensing directly into individual containers)
- Appropriately labeled Residual Acid Concentrate Bucket
- PPE-personal protective equipment {face protection. gloves, fMuid resistant/flaid
impervious barrier garment)
™NOTES:
- Spcocific grawvity and tempocratare tests arce poerformmed in the sample located in the

collection cylinder. I ™NOT place hydrometers or temperature probe in the acid
concentrate mixer.

Procedure Rationale

Avc-Ddissolution Unit Preparation
T e sreps below will e verified prior fo SEarffrng oy rirnse, batclfs preparatiors or oJisirgfeciion
PP P AT T P FE
1. Werily the Gramnu lodE POoRATEeET 1. Werifies the Granuflo® has an adeguate
cord is connected to a 115 W.AC, and sate power supply.
single phase, 20 Amp. GFI-
protected power supply.

2. Werify that the Dissolution Unit =, Subseguent rinsing steps will require flow
Drain Hose is connected to a into a floor drain.
fMloor drain and secondary draim
linec valwve is open. MNote: Some Drain hosce lines are hard
plumbed.
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Granuflo Concentrate Mixer
Procedures

3. Werilfy dialysis oqueality weater 3. Subseguent rimsingez and dissolution steps
“ralwve that supplies the reqguire the use of dialysis quality water.
Granuflod is tuarmned ““omn™ .

<. NWerithe Transter Tine is <. Closes open end of Transfer Line and
connectaed T the o ot prevents inadvertent contamination.
Dissolution LInit Tank.

s, Werity Power Switch is in the = 5 Subscguent steps require the Power
O position. Switch be OMN in order to operates the

Ciramu flod:.

B-Rinse Cycle

A Rirase Cyvole rrrrese e prerforrred -

- ol leowirrg  carey IPisirifecriornn Cyolfe (Iisinfecriorr Cyole s described i o 2 seprarafe
I ceel v e

- Hrrerrredicrely: Before prraeprarirng o barclt of acid concernrrate Ravirte o Jdifferent o eloarior
Flreary tFre procceding bafcfr.

- Ter cawvoricd Bocterial growrlfe ire thre CGrareaTo b gredad T orreicirore filrer, a Pissoleticorn Cyolfe vwill
Frreerr ol ice ey Followv o Rirnse Cyofe.

1. “Werity the Tank Access Port Lid 1. Prevents inadwvertent leakage/sprayings
is closad. during rinsc cycle operations.
Press the rinse START or HOL.ID 2. This step indtiates the Rinse Cycle.
button.

3. Shile the RECITRCULATE lamp 3. The Spray Ball muast rotate in order to
is lit. remowe the Small Access adeguatels rinse the interior of  the
Port and check the Spray Ball for Dissolution Tinit Tank.
rotationm.

4. If the Spray Ball is rotating. <. After wverifying Spray Ball rotation. the
replace the Small AAccess FPort Small Aaccess FPort must be replaced to
and allow the cycle to continue. pPrewvent inadwvertent leakage/spraying

during rinsc cyvcle opecrations..

5. If the Spray Ball is stationary., 5. Biomedical Serwvices wwill need to replace
push the PAUSE o ST or repair Spray Ball to prowvide appropriate
button and contact Biomedical rinmsirg.

Services.

O Once the recirculation ocwvcocle is [ This is normally a tenn (10} miinute time
complete., the SR steTn il cxwcle.
automatically o to TR . A TN,
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Granuflo Concentrate Mixer
Procedures

Swstem will automatically repeat
the Rinse Process. When the
second Rinse Cycle is finished,
the rinse CY CLE COMPLETE
light ~will turn on and the Drain
Salwe woill remuainm Open.,
allowing any residual rinse water

1o oo down the drain.

C-Dissolution Cycle

PPrior o o IPissofceriorn Cyoles

differerst formralaricorn tfiarn fre precoedirng Harck.

Ferif: Rirese Cyolfe fhas Beern prerforirmed of prrepraririg o barcl of acid corncerntrare fiavirsg o

Complete PART 1 of Granuflo®E
Batch Production Record.

1.

Initiatces appropriate documentation
process for the batch that is due to be
myixed.

2 Werifiy and document on PART 2
of the Granufloda: Batch
Production Record that all empity
Granutlods packets from

previous mixing procedures hawve
been properly discarded (clear ot
the Dissolution Tando ).

“Werities that information from the packets
uscd o Previons bartches is ot
inadwvertently transferred to the Granuflod®:
Batch Production Record.

This step and subsequent docurmentation
will be made on PART 2 of the Granuflo®E:
Production Record.

MNOTE: YWerify and document the 1 micron

tilter is

in place.

3. Document whether a Rinsc 3. - Rinsc Crwcle ST be pertormaed
Cryvele swas done and if ywes. the following any Disinfection Cycocle or when
date the rinse cyvcle WAES the formulation being mixed is different
performed. that the preceding batch.

. Werity the DDissolution Tank is <. The Dhissolution Tank must be empty at
ermpty” then CLAOSE the the start of the Dissolution Cycle.
secondary drain line valwve.

s. Press the Granuflo e At s. Begins the indtial fill ecwvela.

START or HOILTD? Buttan.
L& While tank [GAlls, obtain eigzht (8) [ NWerifies the correct formualation of @ the

boxes of Granuflod®®@ powcder.
CALUTTION: Boe certain the
s=ame Catalog Woamber is on all
cight (8) boxes. Document the
Granuflo® Catalog powder lot

numbers.

concentrate batch being mixed.
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Granuflo Concentrate Mixer
Procedures

7. Operator  and Licensed MNurse = Werifies and documents that the type amnd
must compare Catalog MNMuumber formulation numbers are correct on all
on  Granuflo® boxes o @ werify boxes before proceeding.
theyw are the samme and then
docurnment [al s the Giranuflods
Bauwh Production Record swhere
indicated.

B Labcl Dissolution Tank weithu 8. Identifices solution bocing mixcd in tank.
e of concentrate T be
prepared.

L= W lhien the ADID GRANULES o Werities that induial filling prowvides the
indicator flashes. verity that tha appropriate volume of water for dissolwving
Dissolution Tank is the Granuflo®m Dary MAacid Powder.
approximately half full of water.

10. WY ash hands and then puat on 10 PPE are needed for protection from duast
PPE. and dry acid in Granuflo® powder.

11. R ermoswe Licd anmnd add the 11. Starts the initial mixinge ocwvcle for Dirw
Granuflod®: Doy Acid Powder to Avcid.
the Dissolution Tandk.

12, Carcefully A LUppaer Leswel L=, Werifies that the final Upper Lewvel Fill
Sensor with a clean soft cloth. Control operates appropriately .

13, Replace Tacd ancl press the 13, Prevents inadwvertent leakage/sprayimes
START o CONTINUES S TER during subsequent steps.
bButtorn.

1< The mix operation will continue 14 Swstem automatically proceeds througsh o
automatically for approximmately timed series of steps until it reaches the
as minutes. At cycle TRAMNSER ligght Mashes. Refer o
completion, the TRANSFER Operator’s hlanual for complete listing of
ligght rill flash. steps.

15. Open the Tank AAccess Port Lid 15S. S wisual check is needed o positively
and wisually confirm  that all confirmm that all Ppowsder has besn
powder has been dissolwved. the dissolwved.,
mixer will be in idle mode with
the tranmnsfer light flashing or ywou
il need to Press STOP.

Document dissolution is
complcte.

16. Disconnact the Transfer Line 16. The Transfer Line and Filter Housing are
from the top of the Dissolution not rimnsed during the RINSE CYCLE.
Tank and hold over the Residual This step fills the transfer line and filter
Solution Bucket. housing with preparcd solutiorn.
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Granuflo Concentrate Mixer
Procedures

PAUSE or STOPF button and
close ball wvalwve. Do not dispose
ot the solution in the Residual

Solution Bucket. Hold this
solution tor neutralizatiom.
Refer T Acicl e rrc e P Ercrlie

Meverronlizcrticrrr crrred Iyisprersend
FProcedire — Srvandd Borro b,

17F. Rotate ball wvalve located on the 17. Openingz the valve allows solution to flow
side or toward the back of filter througzgh the transter line.
housing Y4  turn clockwise to
rinsc transfer line.

15, Press the START button. 15, Pressing the START button initiates the

Solution Transfer operation.

1<, Flush approximately 3.5 gallons 19 Replaces Ay solutior Trom pProwviowns
o solution oy the Residual procedures  with  freshly mixed solution
Solution Bucket., then pPress and collects the appropriate wvolume of

rinse solution for proper disposal.
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Granuflo Concentrate Mixer
Procedures

Wit Licensed MNMurse present,
collect a sample of the mixed
concentrate  solution o the
transter hose. Place the transfer
hose in the graduated cowylinder
slowly opening the TRAMNSFER
MO ZZLE valve and allowing the
solution to flow down the side of
the cylinder to minimiz=zc bubbles
by gently swirling the owlinder.
SNerer fElzraare .

Place the thermmometer probe into
the graduated cwlinder
containing the concentrate
solution to be tested and observe
the temperature readinges. Place a
hydromeoeter in the graduated
cwlinder and observe the specific
Eravity rcadirngs.

IMAPORT ATNT — Dy O
PLACE A HYDROMETER TN
THE DISSOLUITION T ATNED

AT AMNY TIME.

20,

A llows for the appropriate personnel to
werity that proper steps are tollowed.
S Fgrerre Fo

e gy

The wvalue observed omn the scale of the
hydrometer is the specific grawvity of the

solution measured hin = specific
temperature rarngs. Nhe “hydrometer
reading” is the specific grawvity of the
solution boing checked.

The hydrometer contains lead anrd., i
broken. will contaminate the Daissolution
Tank.
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ranuflo Concentrate Mixer
Procedures

Specific Grawvity Ranges
1: 448 FPROFORTIOMNING

17 C o Z2A°C Z2ZTC Lo 26°7C 27°C to IATC
Catalog Mumber | sow High L Fikmb L Higits
=1 oFrpi12s51-38B 1,151 1203 1388 | 2.200 1.ase6 L. ATE
TOFB22201-2B A xSl [ ¥.203 1. aes | 4. 200 LABT B
el OFD2231-3B 1S z.zoa 130 1202 T.as7F 1-3EES
N oFD2251-36 11932 | 1.204 1350 | 3.20Z2 r.a=s 1 20w
COFD2301-2E 1193 x.2OS 1. AT 1203 1L aEs 1 3o
OFD32Z01-38 1193 L 1.ZOS 1ASE | 1,20 1.aA88 1 Oy
| DFD3231-38 1_tga 206 1391 a.zo= 1ass 1_zoL
~ OoFD3251-36B 1 1ma a0 1393 [ 2202 1 as= 1201
OFOD3301-265 13295 1.ZOF 1393 a.zos 1190 1202

Pinimem Thermometer Specifications: Temperature range 25° € +/-5°C (68~ to 86 F)
and accuracy /- 1-C {3.6 “F})

™NMotrte: When using the new GranuFloo2 Doy Acid Specific Gravity Tables and a thermometer
that measures a temperature o the nearest 0. 17, use the following table to determine the
correct acceptancs criteria (columni:

I the
Indicated\feasured
Temperafure falls
bBetweean.

Use the following

Speﬁ%n ;L;J:?!y "IFeC to 29°C" "22°C to 26°C" 27°C to 31°C"

tabie

TE.5°C and 27.4°C 279.5°C and 26.4°C 26.5°C and 371.4°C
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Granuflo Concentrate Mixer
Procedures

21. Using the chart prowvided rewview 21. The appropriate personmnel el that
the acceptable limits for the proper proceduares were performed and
specific gravity based on that the appropriate results WSS
formulation and temperature of accurately documented.
the concentrate. Document the
hyvdrometer and temperature
reading on the Granuflo® Batch
Production Record where
indicated. Be certain that the
Licensed MNurse has observed
both of the tests, documentalticon
of tests result and the specific
gravity acceptable limits.

22 Aatter completing documentation 22, By signing the Batch Production Record,
of the hydrometer and both  the Operator and Licensed MNurse
temperature  reading, both the acknowledge that hydrometer check ~was
Operator  and Licensed MNurse properly performed and documented.
must sign the Granuflo® Batch
Production Roecord where
imndicated.

23, It the hydrometer reading is not Z3. If the hydrometer reading for the solutiomn
within the acceptable range. do is not within the acceptable range. the
not transfer and do not use the mixed solution may not have the correct
solutiom. MNotify the Facility composition and must not be used.
Acdminastrator and Biomeoed
Tearm. The Biomed Team will be responsible for
Place a DM ™NOT USE label on verifying appropriate disposal of the larocce
the Dissolution Tank. batch non-transferrable solution.

2. I the hwvdrometer reading is Z.
weitbuin the acceptable A e,

CcOontinue following the
appropriate transfer process
steps below .

25_ Atiter completing documentation 25, Concentrated solution Ccar orilne be
of hyvdrometer reading. place the discarded in the Residual Solution Bucket.
solution from the graduated
cylinder into the Residual
Solurion Bucket, Rinse the
graduated cylinder and
hydrometer with RO water and
air dry for future use.
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Granuflo Concentrate Mixer
Procedures

D-Solution Tramnsfer to Acid Concentrate Storame Tank

- TFeis prrocedrare appplics wlhern crfire cornterrs of Jfissofrtior mrixcer are rrarnsferred fo o
Brrel e storroagre farnfi. T flfirng ro frrdadinvicleecl cormfairters, see folfowvwirng procecdrere.
- Ay Frerr pese ¥fris procedoare B rfre fovdadrormerer readirng is onrside rifre acceprable rarige.

I the result firom the hydrometer
reading is within the acceptable
range, replace the Tank Access
Port Lid. MMalke sure thee
Transtfer Line is disconnected
from the top of the Dissolution
T ank.

1.

The Transfoer Line and Filter Housing anrc
not rimsed during the RINSE CYWCLE.
This step fills the transfer line and fAlter
housing with prepared soluticormn.

Acrttach the Concentrate Transfer
Hose to the appropriate Aacid
Concentrate Storagze  Tank fill
pPort.

the Granuflo acid
concentrale Fformula WA LS Just
mixec. Be CERTAIN the
CORRECT valwve is being opencad
for the formula miixed!?

MNMote: “Weritfhy

™Note: Some facilities hawve a set up
that the acid concentrate tanks arc
hard plumbed and may hawve a
sccondary transficr valwve, 1if this is
applicable verify the supplemental
secondary acid transfer walwe is

CTOSED.

Prowvides connection between Dbissolution
Tank and Acid Concentrate Storage Tank.

Operator and Licensed MNMurse
must compare Catalog MNMoamber
[=l bt Batch Record and MTlixer
Label to Catalog MNMumber on
Accid Concentrate Storage tank to
be filled: this will verify they are
the same and then docurment on
the Granuiflo®® Batch Produouction
Record.

Werities and documents that the Acid
Concentrate Storage is Olled wwith the
correct formulation of Acid Concentrate
Solution.
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Granuflo Concentrate Mixer Procedures

<. Rotate ball wvalve on top of fHlter 4. Adlows for the Aacid Concentrate to be
housing clockwise and press the transferred into the appropriate Avcid
"START or HOLD button to Concentrate Storage Tank.

start acid solution transfer into
storage tank.

] When transfer is complete, the | 5.
mixer will be in idle mode or
press the STOP button. Close
ball valwve.

6. IDisconnect the transfier line from 6.
storage tank full port arnd
reconnect to top of dissolution
tank.

7. Remowve label from dissolution Fa Removing the label from the Dissolution
tank and file Granuflo®@ Ratch Tank helps avoid potential mix-ups daring
Production Record in designated subsequent procedures.
location.

Granuflo® Batch Production Records will
bo retained for future referencoe.
E-Solution Transfer to Individual Concentrate Containers

- This procedicre applics wiherr ehre dissolurior mricer is o Be ased as o Fistribrtriorn srorase
rank for fitfing individoaal conrainers. FF fifling bnulk srorage rank, see previoins
procedanre.

- IA>er rrorr rese this procedoare if rfre yvdromerer readirnng is onrside the acceprable rarngse.
- AP ey rrerd sforre preodiect ire rrixcer beyorrd T days.

1. If the result from the hyvdrometer 1. MNote: Some models will not have an idle
reading is within the acceptable mode  therefore the CONTINUE/STEPR
range, replace the Tank Access button may need 1o be pressed.

Port Lid.

2. Disconnect the Transfer Line =2 Artaching the Tramsfer MNozzle will allow

from the top of the Dissolution filling individual concentirate containers.

Tank and attach the Transfer
Line to the Transfer MNozzle.

3. Place the Transfer MNozzle into | 3. Prowvides connection between Duassolution
the opening  of an individual Tank and individual concentrate container
container. to be filled.

. Tarn the Ball “Yalve on the | <. Initiates fMow from the Dissolution Tank to
Transfer Mozzle clockwise W4 the individual concentrate container.

turn. Press the START button. if
applicable.
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5. Once the manual transfer has
been  completed and  the
individual containers are filled,
close Transfer Nozzle Ball
Valve, then press the PAUSE or
STOP button.
6. Properly dispose of all empty Verifies that information from the packets
Granuflo® packets. uscd for the current batch is not
inadvertently transferred to the Granuflo®
Batch Production Record during the next
Mixing Procedure.
T When  Dissolution Tank  is Removing the label from the Dissolution

empty, remove label from tank
and file Granuflo®  Batch
Production Record in designated
location.

Tank helps avoid potential mix-ups during
subsequent procedures.

Granuflo® Batch Production Records will
be retained for future reference.

o
anuflo Concentrate Mixer Procedures



Questions

Email:
chris.atwater@bolteam.org

What'’s: +14043948206

Website:
BridgeOfLifelnternational.org




