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No.

Ticket #

Description

Requests

Proposed Solution

I-Ph1S012795015S

Radiopharma Kit Preparation -
Remove mandatory for pH
value

To remove mandatory for pH
value

e Remove mandatory for pH value.
e Worksheet: To update Strip calculation. Add
value to enter BG Reading, update calculation

I-Ph1S012792615S

Worksheet: To update Strip
calculation. Add value to enter
BG Reading, update
calculation based on BG
Reading. Value BG display as
Background

Worksheet: To update Strip
calculation. Add value to enter
BG Reading, update calculation
based on BG Reading. Value BG
display as Background

based on BG Reading.
e  Worksheet:
i Add Manufacturer Name on Cold Kit
Brand Name.
ii. Add Expiry Date for Cold Kit Vial, Eluate
Tc-99m Vial & Saline Vial.

I-Ph1S012795615S

Worksheet:

i. Add Manufacturer Name on
Cold Kit Brand Name

ii. Add Expiry Date for Cold Kit
Vial, Eluate Tc-99m Vial &
Saline Vial

iii. Rename Labelling Time to
'Measured Date/Time'

iv. Worksheet: When record is
approved, in worksheet
Approval section, to update
checklist as Yes only. Currently
diplay as Yes/No

v. Worksheet change to
Landscape and add portion to
paste label"

Worksheet:

i. Add Manufacturer Name on
Cold Kit Brand Name

ii. Add Expiry Date for Cold Kit
Vial, Eluate Tc-99m Vial & Saline
Vial

iii. Rename Labelling Time to
'Measured Date/Time'

iv. Worksheet: When record is
approved, in worksheet Approval
section, to update checklist as
Yes only. Currently diplay as
Yes/No

v. Worksheet change to
Landscape and add portion to
paste label"

iii. Rename Labelling Time to 'Measured
Date/Time'.

iv. When record is approved, in worksheet
Approval section, to update checklist as
Yes only. Currently display as Yes/No.

V. Worksheet change to Landscape and add
portion to paste label.
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Function
Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

1. Rename
screen to Kit
Preparation

Bulk Preparation listing screen

BULK PREPARATION

Worksheet ID Product F
Created Date From ] Created Date To ]
Baich No Status Al v
Request Type Al v Requesting Facilty v

—
11
Worksheet ID E Radiopharmaceutical e Created Date B Status B

KKED1003220160114002 Technetium (89mTc) Medronate 140172016 Approved
KKED1003220160219012 Technetium (89mTc) Albumin Colloid 19/02/2016 Approved
KKED1003220160219009 Technetium (89mTc) Albumin Colloid 19/02/2016 Approved
KKED1003220160219013 Technetium (99mTc) Albumin Colloid 19/02/2016 Approved

Bulk Preparation screen

a

B | Home

Bulk Preparation *

[ Dispensing
L Clinical
@ Manufacturing
O Galenical
2 Radiopharmaceuticals
Generator Elution
Bulk Preparation

Stock Verification

&1 Home BULK PREPARATION
O Patient Management
O Order
O Inventory Worksheet ID Product
0 Adverse Drug Reaction Created Date From 19/02/2016 f Created Date To 15/02/20)
@ Pharmacy Transaction Batch No Status A

Request Type

° | KKED1003220160219012

Requesting Facility

Worksheet ID Radiopharmaceutical

Technetium (98mTe) Albumin Colloid

KKED1003220160219009 Technetium (99mTc) Albumin Colloid 19/04

Screen and menu name is Bulk Preparation.

Kit Preparation listing screen

KIT PREPARATION

Worksheet ID Product »
Created Date From ) Created Date To 0]
Batch No Status Al -
Request Type All v Requesting Facility v

114 e

[1-10/35]

Worksheet ID Radiopharmaceutical Created Date / Time
KKED1003220160205035 Technetium-39m Albumin Colloid 05/02/2018 10:18 AM Fsued
KKED1003220151026002 Technetium-39m Albumin Colloid 26/10/2016 1217 PM pproved
KKED1003220160205031 Technetium-39m Besilesomab 05/02/2016 08:22 AM ejected
KKED1003220160210041 Technetium-39m Albumin Colloid 10/02/2016 05:04 PM fsued

Add Time value for Created Date/Time.

Kit Preparation screen
Q Q ﬁ Home

El Home

Kit Preparation *

KIT PREPARATIOI

L) Patient Management

O Order Management

& Inventory Worksheet ID Product

O Adverse Drug Reaction -

B Pharmacy Transaction Created Date From 19/02/2018 2l Created Date To 19/02/2016
 Dispensing Batch No Status All
[ Clinical Requesting Facility

. Request Type All v

' Manufacturing

Ol Galenical

2 Radiopharmaceuticals

Stock Verification

Screen and menu name updated to Kit Preparation.

Worksheet ID

Radiopharmaceutical

Created Date /
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Function
Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

2. Kit
Preparati
on
screen
function

BULK PREPARATION

Worksheet ID
Created Date 22/02/2016 &
Request Type ® intemal O External

Raw Material Select item
Cold K08 Vial |

Add

EluateTc-9gmviall

Add

Saline Vial

¥R PREPARATION DETAILS

Measured Radioactivly MBg
Radicactiity Concentration MBaML

Worksnet Pregared By

Product Batch No.

Storage

Product
Ordered Actrvity
Total Volume

Swus.

Batch Number

Technatium (99mTc) Albumin Col 2 *

Expiry Date

- 00/00/000

- 00/00/0000

- 00/00/0000

Measurea Date/Time

Expiry Date

Remarks

raraton 5 7Ew BaTCH DETAILS Ccr)

EBrand Name

2200212016 4:56 PM m|°

[ocoseme | B x|

MBg

ML

Volume Allocated Qty
1 UoM*
ML 1 UoM
ML 1 UoM

1. Select Product and proceed to select the Cold Kit, Eluate and Saline

Vial batch number.

2. Ordered Activity and Measure Radioactivity UOM based on SKU UOM
in drug master. Only one UOM option available.

5§ ITEM BATCH DETAILS

Raw Material Select Item

Cold Kit Vial1
Add

Batch Number

EluateTc-99m\vialt Product Search
add

Expiry Date

v‘ oooomooo || \

lzl !

Brand Name

Item Description Iltem Code
Saline Vial
EE PREPARATION DETAILS

1 /4 » [1-10/32]

Measured Radioactivity Item Description & Item Code &
Radioactity Concentralion || preparation Kit: Technetium (99mTc) Pentetate | RPHODOD43.01
‘Worksheet Prepared By .

gg:i“[;zlldrahun Kit: Technetium (99mTc) Albumin RPHO00034.02
Product Batch No.
Storage Ereparanon Kit: Technetium (99mTc) Albumin RPHOD0D34.01

olloid
Preparation Kit: Technetium (98mTc) Succimer RPHOD0045.02
Preparation Kit: Technetium (99mTc) Bicisate RPHO00048.01

Preparation Kit: Technetium (99mTc) Mertiatide

RPHO00041.02

22/02/2016 4:56 PM

3. When search Cold Kit vial, all item specified as Cold Kit (setup in
Radiopharma Setup screen) displayed in the list.

KIT PREPARATION

[i]

Kit Preparation Guideline || QCGuideline || B )|

Technetium-99m Albumin Coloid E

rmm 7 =S 2 l
—

status New

WorkshestiD | | Product

Created Date 22j02/2016 =]k

Request Type ® intemal O External

Preparation 8 ITEM BATCH DETAILS & Worksheet | & Label

Raw Material Select Item Batch Number

Expiry Date/Time  Brand Name. Volume. Allocated Qty
idmdd Kiiald Preparation Kit: Technetium (29mTc) Albumin Collo 2 ||| B01-02022016 v 30042016 |[Nanocon ] 1mi
EluateTe-gamViall 2 v||  oooooooo mi 1 Uom *
Add

Saline Vial 2 || owoooooo mi 1 uom =

#i8 PREPARATION DETAILS

i
Measured Radioactivity MBq v Measured Date/Time 2210212016 9:45 AM a)

[ (e = Expiry Date/Time
[pnarm:

Product Batch No [ |

Radioactivity Concentration

2210212016 3:48 PM A

Warksheet Prepared By

Remarks

storage Keep below 25°C v '

1. Once Product is selected, Cold Kit Vial 1 and batch number is auto
selected based on the default Cold Kit set in Radiopharma Setup
maintenance screen.

2. Ordered Activity and Measured Radioactivity UOM is displayed as drop
down. User able to choose MBg or mCi UOM.

#i8 ITEM BATCH DETAILS

Allocated Qty

Raw Material Select ltem

Batch Number Expiry Date/Time Brand Name

g;"dd Kl Preparation Kit: Technetium (39mTc} Albumin Colle 2| | (B01-02022016 v ‘ 3010412016 |[Nanocoll | 1mi*
Search Item lzl
EluateTe-gomvialt R R
add mi 1 UOM
Item Description Item Code
Saline Vial mi- 1 UoM*
¥ PREPARATION DETAILS
11 [1-2/2]
Measured Radioactivity e p ltem Code & 2210212016 946 AM N
Racioactuty COnGentration || preo: o Ternnetum @9mTc) Aloumin R 2210212016 3:46 PM
Calloid i
Workshest Prepared By
S Preparation Kit: Technetium (99mTc) Albumin RPHOU0034.01
Calloid
Storage newp peiw 23 L -

3. Only Cold Kit that linked to the selected Product will display in the Cold
Kit Vial 1 list. Setting is done in Rediopharma Setup screen.
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Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

BULK PREPARATION

i) [acases | B x

KIT PREPARATION
lzl U Guideiine J [ Q¢ Guideiine lzl

Worksheet D | | Product Technetium-99m Albuin Colloid £
Created Date 22/02/2016 @l Ordered Activity 50 |mGi AN
Request Type  ® Internal O Extemal Total Volume 50 [mi

Status

Worksheat ID Product Technetium (93mTc) Albumin Coll 2 *
Created Date 22/02/2016 ® Ordered Activity a00 [MBg
Request Type ® internal () Extemal Total Volume: 5 ML
Status.
Preparation 8 ITEM BATCH DETAILS @ Worksheat Jl & Label
Raw Matorial Soloct ltem or Expiry Date Brand Namo Volume Alocated Qty
Cod vt Fregaraton K- Technetum (amTe) A Colo 1| 822133 || wame | osao v
s
agteTe sl Technetum (39mTc) Sodum Penechnetate aTC160218 ~ || 2702016 2 M 1 Meg

o m w0

_ Sodium Chiorige 0.9% 100mL IV soin

4. Able to view QC Guideline only. On click of the button, document in
PDF is displayed as below:

SOP No: NPU-PD-006-01 Page 1 of 6
-
RADIOPHARMACEUTICAL PREPARATION LABORATORY =

NUCLEAR PHARMACY UNIT, HOSPITAL KUALA LUMPUR

TITLE : QUALITY CONTROL TEST — MANUFACTURER RECOMENDATION
u
| ] _|
harma- Manufacturer Stationery Mobile Calculation
ceutical phase phase
Albumin Whatman % of colloidal form of Tc-99m:
Nanocolloid GE No. 1 Methanol - Water| 00 |T Activity of cut strip from RT 0.0 x 100
N " Healthcare or (85:15 viv) : Total activity of strip
(Nanocoll) ITLC-SG
# % of technetium albumin complex  85%
% of free pertechnetate (*™"Tc):
= Aclivity of cut strip from Rf 0.5i0 Rf 1 x 100
Besliesomab cieBo ITLC-SG Methyl ethyl 05 Total activity of strip
Scatmen) (@5 anxzncn] % of labelling radiopharmaceutical:
=100 - % of free pertechnetate (*"Tc)
28 leniimd Smnbe ks e S AR

preparation | #8 ITEM BATCH DETAILS
[— Select ltem Batch Number Expiry DateTime  Brand Name: Volume Allocated Qty
] Preparation Kit. Technetium (9mTc) Albumin Colic /2 | | (B01-02022016 v 30042016 | [Nanecol ] 1 mis
SlaTogamat 2 v || oomomoco mi 1 uom*

4, Added new button, Kit Preparation Guideline. On click of this button,
screen is below is displayed:

ITEM | BRANDS DETAILS

|Preparation Kit: Technetium (2gmTc) Albumin Colloid |

ftem Description

GE Healincare |

Brand Name [Nanocoll Ey Manufacturer Name
Minimum Measured Activity [ s[mi | f55MBa |
Maximum Measured Activty [ 1s0fmci | 5550(MBa |
Minimum Velume: [ | Sterage Condition [Keeppelowasc ¥
Maximum Volume [ | Radiochemical Purity | 950
Incubation Period [ 10] Minute(s) - pH Appicable? &
Expiry Hour(s) v Minimum pH 1
Maximum pH ‘—Al
ITEM / BRANDS DETAILS - STRIP CALCULATION
1 /1 [1-2/2]

TcReduce

. " . . Radiochemical
Portion v Method +| Free Pertechnetates Hydrolysis -

Manufacturer Portion 1/(Portion 1+ | ,

Yes 2| No Recommendation Fortion 2)*100 Actve
(15t Strip) Portion 2/ .

Yes 2| No 1 Biodex (Portion 1+ Portion 2) e Active

Procedures

5. Kit Preparation Guideline is displayed as read-only based on the
Radiopharma Setup screen. Cold Kit Batch Number and Brand is
mandatory to select before user can open this screen.

6. Inthis guideline, user able to view the Preparation Procedures is any
setup is done in the Radiopharma Setup screen by HQ.
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Function Radiopharma Bulk Preparation in current Version 1.3.8 Radiopharma Kit Preparation in new Version 1.4.1
Flow

5. In Bulk Preparation screen, there is no validation involved for all 7. Based on the Kit Preparation Guideline, the validations involved are:

ieds. No minimum o maximum value validation and no defot |
value for Expiry Date/Time and Storage. [] i mopaton s | oo || B |

WorksheetiD | ] Product

Technetium-99m Albumin Coloid E

Created Date 22/02/2016 |« Queled ATV MEQ z

Request Type ® internal O External IT"E‘VU‘“'"E m! N l °
BULK PREPARATION " o
L] Lecosn | B [ x|

Worksheet ID KKEO1003220160222016 Product Technetium (38mTc) Albumin Col 3 * |

Preparation H8 ITEM BATCH DETAILS & Worksheet f§ & Label
Created Date 2m2r018 &) Grdered Actiy 40| [M8q .
[ ® 1icmet © Extormet ot Volume 3| [ . I By iy Raw Material Select Item Batch Number Expiry Date/Time  Brand Name Volume Allocated Qty
Status [ i;"d“ CaRizT Preparation Kt Technetium (8amTe) Albumin Callc 2 | | (B01-02022016 v 3000412016 1mie
EluateTe-gom\ialt 2 “v||  oonomooo mi 1 UM =
Prapartion 8 ITEM BATCH DETAILS
saline Vial 2/ v 00/00/0000 mi* 1 UOM*
Quaty Contral Raw Material Sele Batch Number Expiry Date Brand Name Volume J

Coia Kt vait Proparation K Technetm (99mTc) Albumin Comod 2 || (822133 || 2wz | Nosrano | via® #8 PREPARATION DETAILS
[Epm— Technetum (FEnTc) Soam Penece 5| [mrcimos « || zrmaone 2w g b. Mieasured Racioactiy = | easured Datermime 210212016 345 AM =)
_ T T T e a2 - B Radioactivity Concentration I | essin patertime 2210212016 3:48 PM. @
Worksheet Prepared By [prarmacist radio | C.
I PREPARATION DETAILS el B g \ L Remaris
Weasuad Radioattiaty a0 g " Messured DaterTime 2210202016 456 P )" d . [ storage Keep below 25 °C v

Radgactivty Cancentration 0| MBgML Expiry Date 28052016 6:14 PM B

Worksheet Prepared By

- i.  Minimum/Maximum Total Volume: If the entered value is not within the
2 range, alert will pop up but user still able to proceed.

6. Confirm the Preparation record and proceed to Quality Control

screen. CONF7044: Total Volume is out of range (1~5) ml! Do you 33 |ml
still want to procesd?
‘ Cancel H Yes H No |

ii. Minimum/Maximum Measured Activity: Of the entered value is not
within the range, alert will pop up but user still able to proceed. Alert
will display based on the selected UOM of MBq or mCi.

2/2016 50 |mG
Internal () External CONF7043: Measured Radioactivity is out of range (5~150) 33 |ml
@ mCi! Do you still want to proceed?
| cancel || Yes || No |
[02/2016 50 | mCi
Internal () External CONF7043: Measured Radioactivity is out of range 33 |ml

{185~5,550) MBq! Do you still want to proceed?

| Ccancel H ‘fes || No |
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Flow

Quality Control screen

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

Quality Control QC Sampling Time

#8 QUALTTY CONTROL (S submit
04:56 PM =

¥ QUALTTY CONTROL TEST & RESULTS

Test Name E

Result E
First Strip % v

Secand Strip % v
Radiochemical Purity %

Ph Value

Quality Control Pass m]
Remarks Falled Reason
Quality Control Done By

| patermime 22/02/2016 4:56 PM

Quality Control screen

Expiry: Expiry Date/Time is auto-generated based on Measured
Date/Time and the Expiry Duration as saved in Radiopharma Setup

screen.

Storage Condition: Storage Condition is auto default based on value
saved in Radiopharma Setup screen.

All fields are for data recording purposes only, no validation or
calculation involved. User enter any value, select Pass/Fail checkbox

and click Submit. Status will update to QC Pass or QC Fail. Then,
proceed to Approval screen.

S o oo

T Quality Control |

QC sampling Time
P Value

Strip Calculation Metnod

10:12AM

Biodex v

¥i8 QUALITY CONTROL TEST & RESULTS

Test Name

First Strip

Second Strip
Quality Control Pass
Remarks

Quality Control Done By

Measure
Actual | |
| measure| |

Portion 1 Portion 2 Portion 3

Measure Measure|

Fres
Pertechnetate

To Reduce
Hydrolyse

Radiochemical
o

Actual | | Actual |

Fe Il P ||

Measure| |

|
J
Measure| |
\

Actual | | Actual | | Actual |

=] Falled Reason

prarmacist radio | patemime

22/02/2016 10:12 AM

3

Vi.

Incubation Period: If the QC Sampling Time is not AFTER the Incubation
Period, alert will display when user click on QC Pass and Submit the

record. User unable to proceed unless edit the Sampling Time or Fail the

QC record.

m
o

||nfnrm1ion

@ INFO7662: Sampling Time is less than the Incubation Period
of 10 min after Measured Date/Time!

Minimum/Maximum pH: If the entered pH value is not within the range,

alert will display when user click on QC Pass and Submit the record. User
unable to proceed unless edit the pH

EUTOU3220

GUZZZ07T

value or Fail the QC record.

[ |

i’a INFO7665: pH Value is out of range (1~4)!
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Function Radiopharma Bulk Preparation in current Version 1.3.8 Radiopharma Kit Preparation in new Version 1.4.1
Flow

vii. Radiochemical Purity and Strip Calculation:
Radiochemical Purity should be more than the value set in Radiopharma
Setup. Alert will display when user click on QC Pass and Submit the
record. User unable to proceed unless edit the value or Fail the QC
record.

ZZZ0T3 THIOTT

||nfnrm1ian ‘
xterna pra INFO7666: Radiochemical Purity is less than the ml
Recommended Radiochemical Purity of 95%!

m
o

8. Radiochemical Purity is calculated based on the calculation below:

a. Based on the selected calculation method,

HE QUALITY CONTROL

QC Sampling Time 11:28 AM

[

Ph Value

Strip Calculation Method Biodex A4 l

b. Refer to the formula in Kit Preparation Guideline, for example:

ITEM [ BRANDS DETAILS - STRIP CALCULATION

Tc Reduce " Radiochemical

Portion % Free Pertechnetates:

Hydrolysis

Manufacturer Fortion 1/{Portion 1+ |
on Portion 2100

{1st Strip) Portion 2/
Yes 2| No 1 Biodex (Portion 1+ Portion 2)

Yes 2| No

100% - %Free
Pertechnetate
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Function
Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

¢. Example of the calculated value is as below,

HE QUALITY CONTROL TEST & RESULTS

" " Free To Reduce Radiochemical
Reading Portion 1 Portion 2 Pertechnetate Hydrolyse L

Background

Test Name

Measure 100 Measure 10 Measure| |

First Strip | 50 || 0% || 9sl%

Actual | 95| Actual | 5| Actual | |

- Enter value for Background Reading (if necessary)

- Enter value for Portion 1:Measure and Portion 2:Measure

- Portion 1:Actual and Portion 2:Actual is calculated based on,
‘Measure — (minus) Background Reading’

- Free Pertechnetate = (1st Strip:Actual) Portion 2/(Portion 1 + Portion
2)*100
- Radiochemical Purity = 100% - %Free Pertechnetate

**Note: The calculation for Radiochemical Purity, Free Pertechnetate and Tc
Reduce Hydrolysis depends on the setting in Radiopharma Setup screen.
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Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

Approval screen

BULK PREPARATION

Cocowse | B || x |

[Technetium (gamTe) Atbumin Gol 2 |+

Worksheet 1D [krE01003220160222016 | Product

400| [MBa

Created Date (2210212018 Ordered Activity

5] ML

Request Type ® internal O Extemal Total Volume

Status. Approved

Preparation 8 APPROVAL & Worksheet il (2 Submit
Qualty Control Aproved v

Approval

Reason ‘

Remarks ‘

Approval Dane By [ | Asproval Date Time (22022016 456 PM

Select Approved checkbox and click on Submit button, status will update to
Approved. If checkbox not selected, status will update as Rejected.

Once record is Approved:
1. In Unit Catalogue, new batch is created with the same batch number,
with Available Qty = Measured Activity in Prep details;

UNIT CATALOGUE

Reserve -
Drug/Non Drug Description 2| sKip| ,Stock C ey

item
Qy ~

Group ™

Item Sub

2 s Druggloodn Drug .| Store ,
ass e

¥ Code ™ (SKU)

Radiopharm Preparation Kit: Technetium (99mTc) Albumin

Dy aceuticals | 000034 Colloid vial 1,000 0 ‘ 1 |
Radiopharm -

Drug | REdIoPRaT | oprioonons Technetium (98mTc} Albumin Calloid MEq 7e8 of[ 1 |

- Click on the Stock Available hyperlink to view screen below,

STOCK BALANCE

Drug Code: RPHOO0004 Drug Name: {':[De"cohlgetium {99mTc) Albumin
1 i1
No = Item Code ¥ Sloc‘ksﬁtll;': nee o sm':[':,ﬁﬂ? NCE +| Reserve Qiy(SKU3 Packaging Description 3
1 | RPHDOODO4.01 63 MBq 63 wial 0 | vial
2 | RPHDOOD04.01 222 MBg 222 vial 0| vial
l 3 | RPHDOOD04.01 500 MBg 500 vial 0 | vial l
Total Stock Balance: 785

Approval screen

Kit Preparation Guideline || QC Guideline X

Worksheet ID  [KKED1003220160222074 | Product [ Technetium-2em Albumin Colloig 2
Created Date 221022016 [ Ordered Activity 44) [MBq 2
Request Type ® Intemal © Extemal Total Volume 4l [mi
Status Approved
8 omons Y

Approved v

Quality Control
Approval

Remarks ‘

Approval Done By | Approval DaterTime (2210272016 12:15 P11 [

[phammacist raio

Select Approved checkbox and click on Submit button, status will update to
Approved. If checkbox not selected, status will update as Rejected.

Once record is Approved:

1. Stock Verification screen is updated with the batch, measured activity,
measured date/time, total volume and expiry date/time. Record will
always updated as Accepted.

- When open Stock Verification as below,able to search the newly created
batch:

STOCK VERIFICATION

C From Receiving Intra-Facility ® From Generator Elution/Kt Preparation

Item Code Item Description

Baich BATCHO0409 33

Expiry Date From Expiry Date To

Created Date From jen] Created Date To

[1-1/1]

Created Date/Time % Updated Date/Time 3

Item Description + Expiry DateTime =

‘ 22/02/2016 06:15 PM ‘ 22/02/2016 12:20 PM ‘ 22/02/2018 12:20 PM

‘ RPH000004 01 | Technetium (39mTc) Albumin Colloid ‘ BATCHO0499 23

- Record is auto created once Approved the Kit Preparation record. Able
to edit the value in Stock Verification if necessary.
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Function
Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

RADIOPHARMACEUTICAL § VERIFICATION

ttem Description [Technetium (game) Atbumin Golioid |remcoce  [RPro00004 01 | Baten [aTcHo0499 33 ]
+ Confirm |
STOCK DETAILS
Measured Activity 55 [WBq |* 14385 mei |+ Measures Date/Time 22/0202016 12:15 PM .
Volume 4[m vl Expiry Date/Time 2210212016 6:15 PM
MEASUREMENT DETAILS VERIFICATION DETAILS
Label Packaging Type v |Guideline Accept CReject
Survey on Surface v

Reject Reason ‘

Survey at 1 Meter
Distance

wipe Test Done By [pnamacist ragio | oaemime 220022016 12:15 PM 8
Vive Test v (220zEe iz

Updated By [pnamacist ragio | Updateq Datermime 221022016 12:49 Pra 5]
Remaris

2. In Unit Catalogue, new batch is created with the same batch number,
with Available Qty = 1 vial;

UNIT CATALOGUE

Reserve

item _| Item Sub , Drug/Non Drug . Store

Stock

Group ™|  Class Code ¥ Code ¥ Drug/Non Drug Description = | SKUE|  yojpape tggﬂ "inﬂl!rllx?em‘" Mi"(;:lsysuez
oun |0 crcomon e Pl B B e |
Oug | el | RPHO00038 et sagregaied Abumn (Tesem Mag) | V3 0 o1 |
[Drug Radiopham | ¢e+000004 Technetium-99m Albumin Colloid vial | 10002 of[ 1 J|[ ]
Drug :‘f::‘?lsggrm RPHODO034 grnsilpne‘lﬂramn Kit: Technetium-89m Albumin P 22,000 5 ‘f ‘f

Click on the Stock Available hyperlink to view screen below,

E3

Drug Code: RPHO00004 Drug Name: g;‘unh‘genum-igm Albumin
1 /1 [1-9/9]
+ S‘“("Sﬁﬂ}a““‘ B 5“‘%&?}?““ | Reserve Qty(SKUE|  Packaging Description |  BatchNo | ExpiyDate <
1 | RPHo0D0D4 01 1 vial 1 vial o/ vial BATCHOD499 33 220212016
2 | RPHO00004 01 0 vial 0vial 0| vial BATCHOD44994 8 0410212016
3 | RPHO0D0D4.01 0 vial ovial o/ vial 02.03TC180203.7 0410212018
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Function
Flow

Radiopharma Bulk Preparation in current Version 1.3.8

Radiopharma Kit Preparation in new Version 1.4.1

3.
Workshe
et

Bulk Preparation Worksheet is displayed as below:

Kit Preparation Worksheet is updated as below:

RADIOPHARMACEUTICALS WORKSHEET

MINISTRY OF HEALTH

Klinik Kesihatan Bandar Maharani

Bulk Preparation records for Technetium (99mTc) Albumin Colloid
Batch No: 09.TC160219.11
Worksheet ID: KKE01003220160222019

Preparation of Technetium (99mTc) Albumin Colloid

Cold Kit Brand Name :

Date 22/02/2016 NO BRAND
Expected Activity 200 MBq
Raw Material Batch Number Volume Remarks :
B22133
Cold Kit Vial [Total - 5mL
09.TC160219 2mL
Eluate Tc-99m Vial
Worksheet Prepared By :
Saline Vial 1234 3ImL Signature Name, Time
lgeasu_red Activity 200 MBq Worksheet Checked By :
ate/Time
Labelling Time 220022016 | cigns ture,Name, Time-
Preparation Done By :
Radioactivity Concentration| 40 MBq/ML
nnnnn ture,Name, Time

Quality Control of Technetium (98mTc) Albumin Colloid

Approval of Technetium (99mTc) Albumin Colloid

18:37 Remarks Checklist for approval :
QC Sampling Time
Measure Actual %o : "
Preparation done accordingly Yes/No
BG Reading 55
QC done accordingly and pass Yes/No
First Strip 1st Portion
Label done accordingly Yes/No
2nd Portion Remarks -
BG Reading 55
Seco_nd 3rd Portion
Strip
4th Portion Quality Control Done By Approved By :
Radiochemical Purity 55 Pass/Fail
Signature Name, Time Signature Name, Time

RADIOPHARMACEUTICALS WORKSHEET
MINISTRY OF HEALTH
Klinik Kesihatan Bandar Maharani
Kit Preparation records for Technetium-99m Albumin Colloid
Batch No: BATCH00499.33 2
Worksheet ID: KKE01003220160222074
Preparation of Technetium-99m Albumin Colloid Cold Kit Brand/Manufacturer Name: Worksheet Prepared By : N
( Date 2202/2016 | Expected Activity | 444 MBq Nanocoll - GE Healthcare phamacist ado
Raw Material Batch Number/Expiry Volume
B01-02022016 - 30/04/2016
Cold Kit Vial (Total: 4 mi Worksheet Checked By : = =
BATCHO0499 - 2410212016 1mi Remarks :
Eluate Tc-99m Vial
saline Vial B26102015 - 2611012016 3mi Preparation Done By :
Measured Activity 55 MBq
\ Measured Date/Time 2210212016 1215 PM
\| Radioactivity Concentration | 13.75 MBo/ml
4 Quality Control of Technetium. 98w Alburin Colloid Label V Approval of Technetium-99m Albumin Colloid
pr— LI o Checklist for approval :
QC Sampling Time prv— ‘ Aol % Preparation done Yes
BG Reading B Qc done accordingly and Yes
First Strip | 1st Portion 100 ‘ 95 o2 ;“b"' done accordingly Yes
2nd Portion 0 | s ’ emarks
BG Reading NIA
[Second SRl 314 portion na | A wa | Qualy control Done By Approved By :
4th Portion [ pharmacist radio 3 pharmacist radio 4
\ Radiochemical Purity 95 Pass/Fail R \ [

1.
2.

i

ii.
iii.
iv.

Updated worksheet format and orientation changed to Landscape.

Preparation section:

Updated based on the Preparation details on screen.
Added Manufacturer Name together with Brand Name.
Worksheet Prepared By refers to user who print the worksheet.

Worksheet Checked By and Done By: Manually sign.
3. Quality Control and Label section:
i Updated based on Quality Control details on screen.
ii. % is calculated based on:
% = (Actual 2" Portion / Actual 1%t Portion) * 100
iii. Quality Control Done By is based on user clicks on Submit button

in QC screen.

iv. Label: Empty space provided to paste the printed label.
Approval section: All checklist will update to ‘Yes’ once Approval record
is Approved and ‘No’ once record is Rejected.
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Function Radiopharma Bulk Preparation in current Version 1.3.8 Radiopharma Kit Preparation in new Version 1.4.1
Flow
4. Label In Preparation section, Click on Print label button and label in PDF is displayed | Updated label design as below:

as below:

NUCLEAR PHARMACY UNIT
Klinik Kesihatan Bandar Maharani
PRODUCT NAME :Technetium (99mTc)
Caution : Albumin Colloid
Radioactive

material  BATCH NO.
RADICACTIVITY :nuiMBg VOLUME: 30mL
CONCENTRATION: nullMBg/mL
LABELLING DATE/TIME : 29/02/2016 5:44 PM
PREPARED BY -Radio Pharmacist
CHECKED BY : Radio Pharmacist
EXPIRY
STORAGE

NUCLEAR PHARMACY UNIT
Klinik Kesihatan Bandar Maharani

PRODUCT NAME - Technetium (99mTc)
Caution : Albumin Colloid
Radioactive
Material BATCH NO.
RADICACTIVITY :nuiMBg VOLUME: 30mL
CONCENTRATION: nuliMBg/mL
LABELLING DATE/TIME : 29/02/2016 5:44 PM

PREPARED BY ‘Radio Pharmacist
CHECKED BY : Radio Pharmacist
EXPIRY

STORAGE

Product Name : Technetium-99m
Besilesomab

‘ . Klinik Kesihatan Bandar Maharani
[

Caution :
Radicactive | Batch No.: BATCHO00489.35

Material

Radioactivity : 300 MBq Volume : 11 mi

Concentration : 27.27 MBg/ml

Elution Date/Time : : 29/02/2016 5:42 PM

PraparedBy : rp1

CheckedBy : rp1

Expiry . 22/02/2016 5:28 PM

Storage : Keep below 25 °C

Product Name : Technetium-99m
Besilesomab

‘ . Klinik Kesihatan Bandar Maharani
[

Caution :

Radioactive | Batch No.: BATCHO00499.35

Material

Radioactivity : 300 MBq Volume : 11 ml

Concentration : 27.27 MBg/ml

Elution Date/Time : : 29/02/2016 5:42 PM

PreparedBy : rmp1

Checked By : rp1

Expiry : 22/02/2016 5:28 PM

Storage . Keep below 25 °C




