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Proposed Solution

No. | Ticket # Description Requests Proposed Solution

1. I-Ph1S012793715S Saline Vial to not mandatory Saline Vial to not mandatory e Product Batch No.: i. Generate based on
based on generator brand. based on generator brand. generator code & year ii. Generator code add in
Volume mandatory, saline vial | Volume mandatory, saline vial stock verification for user to specify code for
not mandatory to select. not mandatory to select. each generator batch iii. Rename Product Batch

No, eg: 'Tc151118', not 'TC151118". Example of
new batch number:01.01Tc151118. (Generator
Code).(Running No)Tc(Date)

e Saline Vial to not mandatory based on generator
brand.

e Quality Control: Add UOM dropdown for
Measured M0O-99 Activity (KBq @ uCi) & M0O-99
Breakthrough (KBg/MBg @ pCi/mCi). Default
selection based on UOM in Preparation screen.

e To auto generate Expiry Date based on generator
brand and move Expiry Date field to Preparation
screen.

e label:i. To add drop down menu for Checked By.
ii. Rename Labelling Date/Time to 'Elution
Date/Time'". Add search box to search user from
user profile. Field display in preparation screen,
move from print label.

e Worksheet: i. Rename ' Measured Radioactivity'
to 'Measured Activity' ii. Rename 'Technetium
(99mTc) Sodium Pertechnetate' to 'Sodium
Pertechnetate Tc-99m' iii. Add date on
Worksheet Prepared By & Preparation Done By
iv. Date value take from Prepared Date, field
name remain Date"

e To update record in Stock Verification screen
once done Approval.
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GENERATOR ELUTION

Function Radiopharma Generator Elution in current Version 1.3.8
Flow
L
Generator || e,
Batch Code 2 e
Product o [ Sl
Batch No — e -
1. Once Generator item is selected, batch number is auto default
based on ‘First Expiry First Out’. Batch Number list display the Batch
No and the Expiry Date.
2. Fillin all details, save and click Worksheet button. Confirm the

record. Once confirmed, system auto-generate Product Batch No
based on format below:

Radiopharma Generator Elution in new Version 1.4.1

[i][e] [Blx]
Worksheet ID [ Product |sodium Pertechnetate (Te-99m) |
Elution Date 2300212016 o Status

S ITEM BATCH DETAILS & worksheet

Preparation

3 Expiry
Raw Material Select tem Batch Number Datamime  Brand Volume Allocated Qty

— |3u/m/2ms voerand

Generator Te-99m Sterle Generator ELUMATIC I (540mCi) 2| 802022016 1502PM

Elution Vial F 1 [ 1+ Uom

Saiine Vial 5 m uom

2i01/2021 0 e.01)

S8 PREPARATION DETAILS & Lavel

Measured Radioactiity [ | (mai v |" Measured DaterTime [ m"

Radioactivty Concentration [ | [mcimi Expired Date ( @

Worksheet Prepared By hamacist radio Checked By £

Product Batch No. [ | Storage [Keepbeiow 25 °G v
2 Remarks ‘ ‘

1. When Generator item is selected, batch number is auto default based on
‘First Expiry First Out’. Batch Number list updated to display the Batch
No, Expiry Date/Time, Batch Code and Brand.

2. Generator batch code is mandatory to set in Stock Verification screen
before using the batch in Generator Elution screen. The batch code will
be used when generate new batch no for the Generator Elution product.

3. For example, in Stock Verification generator batch code is updated as

58 PREPARATION DETAILS
Measured Radioactivity | 444| |n.-1Elq | * Measured Date/Time
Radioactivity Concentration | 14| |MBamL | 2
‘Waorksheet Prepared By |Radi0 Pharmacist |
Remarks
[ Product Batch No. |1D.TC160224 | ]
Storage [Keep below 25 °C v
Product Batch No format: (Running number).TC(current system date)

RADIOPHARMACEUTICALS VERIFICATION
Li]
Date an22018 | RecelptNo. [Riga00817 |
1 /1
[ —— Received Qty Received SKU Batch No. Expiry Date
Sodium locide (131 Selution (30mCi) 1000 vial 802022016 3000412016 Actepted
STOCK DETAILS
Calibration Activity : 27 ’ Calibration Date/Time (0210212016 2:59 PM @)
Generator Bateh Code | Batch cade History Expiry Date/Time (30042016 3:02 P11 @
Year
a.

a. Batch Code =03 in year 2016. Batch Code is restricted to only integers
with maximum up to only 2 characters. In the same year, there is
validation that should not have duplicate batch code entered.

b. In Generator Elution screen, after Confirm the Preparation record (status
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Function
Flow

Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

= Prepared), Product Batch No is generated as ‘03.07Tc160223’:

L] e] [B]x]

‘Worksheet ID |re01003220160223082 | Product |sogium Pertechnetate (Tc-g9m) -

Elution Date [2am2rz016 ;] Status Prepared

Preparation ¥8 TTEM BATCH DETAILS
Quality Control i
rial
2 [Bo2022016
E 526102015
£ B26102015
Measured Radioactivity [ 400| [moi v | Measured DaterTime (231272016 6:01 P Fl

Radioactivity Concentration [ 2] [mcumt | Expred pate (2810212016 6:01 PM o)
] Checked By (
Product Batch No |p3.077c160223 n | Storage [eep betow 5 -c

D.

Remarks ‘

c. Updated the format to generate the Product Batch No as below:

i (Generator Code).(Running No)Tc(Date). Example of new batch
number: 01.01Tc151118

ii. For Generator Code - based on the selected generator batch no set
in Stock Verification screen.

iii. For Running No - Accumulate the running number based on
Generator Code and Year. Example as below:

Generator | Generator Batch | Year 2015 Year 2016

Batch No Code

BN1234 01 01.01Tc151118 | 01.01Tc161118
01 01.02Tc151118 | 01.02Tc161118

BNABC 02 02.01Tc151118 | 02.01Tc161118
02 02.02Tc151118 | 02.02Tc161118
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Flow

Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

2. Saline Saline Vial - Mandatory Saline Vial — Not Mandatory
Vial is not 1. Able to save and confirm Preparation details without selecting the Saline
[e o] Bl x o .
mandatory I Vial item, batch number and allocated aty:
Eluion Date 24022018 @) Sialus ‘N(ED‘IUEIBZZDIEDZZWBE ‘ Product ‘Somum Pertechnetate (Tc-88m) |
repacation 8 TEM BATCH DETAILS. [28m2016 @l Status Prepared
Raw Material Select iem Batch Number Expiry Date Volume Allocated Qty
H§ ITEM BATCH DETAILS
Ganesalor Technetium (99mTc) Sterfie Generator 78462342 « o | amnoe
Euton via Solecto vial for ventiater NOTAFFUCABLE ¥ © | mamianiy ioEA Raw Material Select ltem Batch Number podbiy  Brand Volume Allocated Qty
o [ s 'UCM] Generator [Te-80m sterie Generator ELUMATIC il (540mC) r (802022016 b |
P — P —1 | Ewtion vial [Etion viai 2 26102015 v | | 28m12018
Racaactiy Concentatan o [Maam
omans
Product Batch No. ) ATION DETA + Confirm | & Label
Storage Keep below 25 °C v
Measured R [ 300] [mei v | Measured Date/Time [2400272016 249 PM m)"
Unable to save record if Saline Vial batch number and allocated qty is not Ratioactiy Concentration | 6 [moim | Evpreavae [2n022010 240 P @)
. Waorksheet Prepared By |pharmamst radio ‘ Checked By l 2|
entered . Product Batch No. |03 10Tc 160224 ‘ Storage lKEep below 25 °C v|*
Remarks | ‘

INFOO584: Please enter/select all mandatory fields: Saline Vial
Ttem

Saline Vial Batch Number

Saline Vial Allocated Qty

Technetium (22mTc) Sodi

2. If Saline Vial item and batch selected but Allocated Qty not entered:

Product ‘Somum Pertechnetate (Tc-99m) "
[24m2r2016 @) status
H ITEM BATCH DI
Raw Material Select ltem Batch Number oo Brand Volume Allocated Qty
Generator Tc-99m Sterile Generator ELUMATIC IIT (S40mCi) 2| 502022016 v |t |G | voBRand
Elution Vial Elution Vial g 826102015 v |+ | 26112016 |[NoBRANC 2 1 vial
— \
Saline Vial Sodium Chioride 0.9% 100mL IV soln T, 826102015 v | |26r10n016 | [NoBRANC 50 mi bott

Alert will display when click on Save or Worksheet button.

Allocated Qty

jodium Pertechnetate

‘@ INFOO0584: Please enter/select all mandatory fields: Saline Vial

A4D016
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Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

2. Product
activity
uom

Measured Radioactivity UOM

i|e (m | x]

Worksheet I Product [Technetium (59mTe) Sodium Pertechnetat *
Enon Date 240212016 @ Status.
puagaration 48 LTEM BATCH DETALLS
Raw Matorial Seloct ltom Batch Number Expiry Date Volume Allocated Gty
Generator Technstium (3¢mTc) Sterile Gensrator 78452342 ™ 241172018
Eibon Vial Gollector Vial for Ventilator NOT APPLICABLE v 0210172017 1°EA
Saline Vial Sodium Chioride 0.9% 100mL 1V soln BTest-140815 ™ 140712018 55 L bett

R PREPARATION DETAILS

Measured Radioactivity Measured Date/Time

Raioactiy Concentraton

Worksheet Pregared By Radio Pharmacist

Remarks
Product Batch No.

Storage Keep below 25 °C -

Measure Radioactivity UOM is based on SKU UOM in drug master. Only one
UOM option available.

DRUG MASTER

Drug Code [RPro00003 | Strength value l—cr‘[— v (A
Drug Category [a\* v | Quantity value | 1|[ megabecquel ¥ | *

Drug Schedule [ Non Poison v Dosage Form [ Parenteral S

Active Ingredient [Techﬂeuum (99mTc) Sodium Pe o * SKU | l 1”megabecque| v |

Drug Name Pertechnetate Conversion Factor

Technetium (99mTc) Sodium ‘

Measured Radioactivity UOM

i —— — |
[]e] [(B]x]

Worksheet 1D [kxE01003220160223082 ] Product [Sedium Pertechnetate (Ts-gem) -
Elution Date 2310212016 I Status In Progress

Aliocated Qty

Preparation ¥E ITEM BATCH DETAILS

Raw Material Select item Batch Number Brand Volume

Expiry
DatefTi

Generator Tc-99m Sterike Generator ELUMATIC III (540mCi) 802022016

Elution Vial 826102015

Saline Vial

Sodium Chioride 0.9% 100mL IV soin B26102015

#i§ PREPARATION DETAILS

| wmeasured Daterrime
Expired Date: ( )"

Checked By

Measured Radioactivity
Radioactivity Concentration

Worksheet Prepared By ipharmacist radio

Product Batch No. [ ] Storage Keep below 25 °C v

Remarks.

UOM updated to display UOM from Drug Master — Strength UOM or Quantity
UOM. Able to select either MBqg or mCi to be used for preparation of the
Generator Elution product.

DRUG MASTER

i s e
Drug Coge RPHO0DD03 . Strength value \ 3f|| megavecaue | l
Drug Category A - |’ Quantity value ‘ j >
Drug Schedule ‘ Non Poison v | Dosage Form | Parenteral Solution 2|
Active Ingredient ‘Technetium (99mTc) Sodium Pt 2 |’ SKU ‘ 1” wial v \’
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Function
Flow

Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

4. Expiry
Date

Product Expiry Date

Current function, expiry date is displayed in Quality Control screen; No
default value, user to select date/time for each transaction.

Li]e]
Wotsheet WSSt prosuct

Technetium (38mTc} Sodium Pertechnetate
Elution Date 021122015 o) Status

Preparation W8 QUALITY CONTROL
Quallty Control Measure Mo-09 Activity 1] KBa

Mo-99 Breakthrough 110.03| KBq per MBq Expry Date 020172021 225 PM

GENERATOR ELUTION

B x|

(3 suvmit

Limit of Measure Mo-39 Activity\<0.15 KBq Mo-22 per

Product Expiry Date

1. Update to move the Expiry Date field to Preparation screen;

[]e] [B]x]
Worksheet 1D Product [Sodium Pertechnetate (Tc-%m) 5
Eluton Date 2um22016 @) status In Progress

Preparation 5B ITEM BATCH DETAILS & workshest

Raw Material Select ltem Batch Number P20  Brand Volume Allocated Gty

Tc-99m Sterile Generator ELUMATIC III (540mCi)

23RPHO12

Elution Vial Elution Via 525102015 2661112016 | [N BRANI] 1 vial
saline Vial Sodium Chloride 0.9% 100mL IV soln F. 826102015 2611012016 1 bott

S PREPARATION DETAILS & Label

Measured Radioactivity W mei v | " Measured Date/Time. (241022016 10:03 AM B

Radioactivity Goncentration 048] [mGimi || exoreanae (2710212016 10:03 AM o) l

Worksneet Prepared By fohamacist radio | Creckeasy

Product Batch No. | Storage Keep below 25 °C v|*
Remarks

2. Expiry Date is auto generated based on setting by HQ in Radiopharma
Setup screen, example setting is as below:

A ES

Radiopharmaceuticals ltem Type | Generator v |* Radiopharmaceutical [

Item Code | RPHO00050.01 2l ‘

[

Tc-99m Sterile Generator ELUMATIC Ill
Item Description (540mCi) Default
P
Status |Actlve v |
ITEM / BRAND DETAILS
1 /1 [1-1/11
Brand Code 3 Brand Name £ Manufacturer Name £ Status £

Item Description |Tc—99m Sterile Generator ELUMATIC 11l (540mCi) | Status

Brand Mame [NO BRAND R Manufacturer Name

[Elutlon Expiry | 3[ Day(s) - ]
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Flow

Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

5. Label

Label
1. Once Confirm preparation, click on Label button:

Label
1. In Preparation Details added new field, Checked By.

GENERATOR ELUTION

Lille]

Worksheet D [KKED1D03220160224022 Proguct Technetium (3emTc) Sodium Periechnatat
Ention Date 24022018 ® Status Prepared
Préparation 8 [TEM BATCH DETAILS
‘ Quaiy Contrl | P— Volume
Generator TeChNetAI (BIMTC) Sterle Generator 78462342 ¥ 24mane
Eltion Via Callector VialTor Ventialor NOT AFFLICABLE ¥ ozoan?
Saing Vial ‘SoauM Chionae 0 9% 1007 1V soin Blest140815 v 14072916 30| m

8 PREPARATION DETAILS

Measured Radioacbvity 444 [MBq Measured DatelTime 24212016 1244 PM

Radioactivity Concentration 14| MBaML
Workshes! Prepared By Raiso Pramacist
Product Batch No. 10.TC160224

Storage Keep below 25 °C -

Aocated Gty

1UEA

1* bott

=D O

1

—

2. Checked By field is free text and displayed in drug label screen.

GENERATOR ELUTION

Lile]

[a]lx]

Worksheet ID |kwEo1003220160224084 | Product [sodium Fertechnetate (Tc-gom) |-
Elution Date 2410212016 @) Status In Progress
Preparation 9 ITEM BATCH DETAILS 8 Worksheet
Raw Material Select Item Batch Number Xy Brand Volume Allocated Qty
DaterTime
S | 202021 (oo
Generator Tc-99m Sterile Generator ELUMATIC 1L (540mCi) 23RPHO12 0545 AM [NoBRANE
Elution Vial Elution Vial 826102015 v | | 26112016 | [NOBRANI] 1 vial
Saline Vial Sodium Chloride 0.9% 100mL IV soln 826102015 v 261102016 |[NOBRANE|| 200 mi 1EA
. (B
Measured Radioactivity 300 mCi v |7 Measured Date/Time ( @)
Radioactivity Concentration [ 1.8] fmcimi | Suniacna { &
Worksheet Prepared By [ | | )

Storage. v

Remarks 1

Product Batch No. [ |

DRUG LABEL

Product Name Technetium (39mTc) Sodium

Pertechnetate
10.TC160224

Batch Number Expiry Date/Time

Radioactivity \ 444) MBg 50 B Radio Eharmaci
Concentration ‘ 14.8| MBa/ML Checked By Radio Pharmacist
Sterage Keep below 25 °C Labeling Date/Time 24/02/2016 12:43 PN_“

2

(@B x|

2. When click on Checked By search field, system display screen as below;
User able to search and select any registered user.
[ x|

Search User

User Login Name
User First Name
User Last Name

[1-10/153]

User Last Name 5

1 j16 » »l
User Login Name 5 User First Name 5

3. Once confirm Preparation record, click on Label button and screen as
below is displayed:

DRUG LABEL

L]

Product Name
Batch Number

(@B ] x|

2710212016 11:34 AM

Sodium Pertechnetate (Tc-99m)

01.08Tc160224 Expiry Date/Time

Radioactivity ‘ 3I]D| mCi Prepared By pharmacist radio
Concentration ‘ 1 5| mCifml Checked By pharmacist radio |
Storage Keep below 25 °C Elution Date/Time 24/02/2016 11:28 AN 11

a. Checked By updated to read-only and display value (User first name
and last name) based on selected user in Preparation Details section

b. Rename field to Elution Date/Time, default value to Measured
Activity value from Preparation details.
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Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

3. Click on Print label button and label in PDF is displayed as below:

NUCLEAR PHARMACY UNIT
Klinik Kesihatan Bandar Maharani

PRODUCT NAME :Technetium (99mTc)

Caution © Sodium Pertechnetate
Radioactive

material  BATCH NO. 110.TC160224
RADIOACTIVITY :444mBq VOLUME : 30mL
CONCENTRATION: 14.8MBqg/mL
LABELLING DATE/TIME : 24/02/2016 12:52 PM
PREPARED BY :Radio Pharmacist

CHECKED BY : Radio Pharmacist

EXPIRY
STORAGE . Keep below 25 °C
NUCLEAR PHARMACY UNIT
Klinik Kesihatan Bandar Maharani
PRODUCT NAME :Technetium (99mTc)
Caution : Sodium Pertechnetate
Radioactive
Materal  BATCH NO. :10.TC160224

RADIOACTIVITY :444MBq VOLUME: 30mL
CONCENTRATION: 14 8MBa/mL
LABELLING DATE/TIME : 24/02/2016 12:52 PM

PREPARED BY :Radio Pharmacist
CHECKED BY : Radio Pharmacist

EXPIRY
STORAGE - Keep below 25 °C

4. Updated label design as below:

a. Added lines
b. Added Generator Batch
c. Rename to Elution Date/Time

Klinik Kesihatan Bandar Maharani

. Sodium Pertechnetate (Tc-
Product Name 29m)

Batch No. 1 01.08Tc160224
material | Generator Batch : 23RPHO012

Caution :
Radioactive

Radioactivity : 300 mCi Volume : 200 ml

Concentration : 1.5 mCi/ml

Elution Date/Time :  24/02/2016 11:49 AM

Prepared By : pharmacist radio

Checked By : pharmacist radio

Expiry : 27/02/2016 11:34 AM

Storage . Keep below 25 °C

Klinik Kesihatan Bandar Maharani

: Sodium Pertechnetate (Tc-
Product Name 99m)

Caution :

Batch No. © 01.08Tc160224
Roeact'® | Generator Batch ~ : 23RPHO12

Radioactivity : 300 mCi Volume : 200 mil

Concentration : 1.5 mCi/ml

Elution Date/Time : 24/02/2016 11:49 AM

Prepared By : pharmacist radio

Checked By : pharmacist radio

Expiry 1 27/02/2016 11:34 AM

Storage . Keep below 25 °C
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Function Radiopharma Generator Elution in current Version 1.3.8 Radiopharma Generator Elution in new Version 1.4.1
Flow
6. Quality There is no options for user to choose UOM, UOm always as below: 1. When measured radioactivity UOM is selected as mCi,
Control N
uom [2]=] | osnoes | ,
‘Worksheet ID Product Technetium ( a ’
Elution Date ZIH A i Status Rrepare Generator [Tc—EQm Sterile Generalor ELUMATIC Il (540mCi) 2| B02022018 x| =

Quality Control

¥E QUALITY CONTROL
Measure Mo-99 Activity

£§ QUALITY CONTROL TEST & RESULTS

Me-09 Breakihrough 0.12 KBaperMBg* Expiry Date

Limit of Measure Mo-99 Activity\:<0.15 KBg Mo-99 per
1MBg Tc-99m

Eluate pH

Alumina Breakthough ®) Less Intensity O More Intesity Quality Control Pass

Remarks Failed Reason

Quality Control Done By Date/Time

[Radio Phamacist

a. Measure Mo-99 Activity = ‘KBq’
. Mo-99 Breakthrough = ‘KBq per MBq’
C. Limit of Measure Mo-99 Activity: <0.15 KBqg of Mo-99 per MBq of
Tc-99m

Elution Vial pe B26102015 v

Saline Vial [Somum Chloride 0.9% 100mL IV soln Fe B26102015 v |
B PREPARATION D

Measured Radioactivity ‘ 400 ‘ mCi vl ® Measured Date/Time
Radioactivity Concentration ‘ 2 ‘mCifmI |1 Expired Date

Worksheet Prepared By Ipharmacist radio \ Checked By

Product Batch No b3 07Tc 160223 | Storags

a. Measure Mo-99 Activity default to ‘uCi’
. Mo-99 Breakthrough default to ‘uCi/mcCi’
C. Update to: Limit of Measure Mo-99 Activity: <0.15 pCi of Mo-99 per mCi
of Tc-99m

GENERATOR ELUTION

Worksheet ID |K|<Emnoazzm 60223082 | Product Sodium Pertg
Elution Date [23f02f2016 & |+ Status Prepared
| Preparation | 58 QUALITY CONTROL
Quality Control | Measure Mo-99 Activity

58 QUALITY CONTROL TEST & RESULTS

Mo-98 Breakthrough HC/mCi

Limit of Measure Mo-89 Activity: <0.15 pCi of Mo-98 per
mCi of Tc-99m

Eluate pH

Alumina Breakthough () Less Intensity ) More Intesity Quality Control Pass

Remarks Failed Reason

Quality Control Done By phammacist radio Date/Time
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Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

2. When measured radioactivity UOM is selected as MBq,

Preparation | 2 ITEM BATCH DETAILS
‘ Quality Control |
Raw Material Select ltem Batch Number

Generator ITc—QBm Sterile Generator ELUMATIC 1l (540mCi) D B02022016
Elution Vial Pe B26102015
Saline Wial l Sodium Chioride 0.9% 100mL IV soln pe 8261 02015

Measured Radioactivity ‘ 300 | MBg vl p Measured Date/Time
Radioactivity Concentration ‘ 15 |MBuFm\ | Expired Date
‘Worksheet Prepared By ‘pnarmac\sl radio ‘ Checked By

Product Batch No [03.08Tc 160223 | Storage

d. Measure Mo-99 Activity default to ‘KBq’

e. Mo-99 Breakthrough default to ‘KBg/MBq’

f. Update to: Limit of Measure Mo-99 Activity: <0.15 KBq of Mo-99 per
MBq of Tc-99m

GENERATOR ELUTION

Worksheet ID |KKED1OD32ZD150223033 | Product Sodium Pel
Elution Date [23.’02/2016 B Slatus Prepared

| Preparation ‘ ¥ QUALITY CONTROL

| Quality Control I Measure Mo-99 Activity

¥E QUALITY CONTROL TEST & RESULTS

KBa/MBq \
Limit of Measure Mo-99 Activity: <0.15 KBq of Mo-99 pe
MBq of Tc-9%m

Mo-99 Breakthrough

Eluate pH
Alumina Breakthough (T Less Intensity ' More Intesity Quality Control Pass
Remarks Failed Reason

Quality Control Done By pharmacist radio Date/Time
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Function Radiopharma Generator Elution in current Version 1.3.8 Radiopharma Generator Elution in new Version 1.4.1
Flow ]

7. Approval | [
screen R e | [l = e e
function Eltion Date 240272016 o Status POroved Elution Date ‘ZM[IZ/ZMS——‘ . Status e

# e

ity Control Approved + Quality Control Approved v
[ oweres ] [ owvow |

Reason

‘Agproval Done By Raio Phamacist Apgroval Date Time

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 from Preparation

details;
O
i@
Y+ | Drug/Non Drug Codé 2 Drug/Non Drug Descriptio 2 aQ -
oup od Available :
Radiophar ) )
Drug Radioghal | RPHOO0003 Technetium (39mTc) Sodium Pertechnetate  |MBg | 773 0

Click on the Stock Available hyperlink to view screen below,

STOCK BALANCE
L] [x]

Drug Code: RPHO00003

Drug Name: Technetium (99mTc) Sodium
Pertechnetate

1 /1 [1-8/81

Reserve

Qty(SKU) Packaging Description <

BatchNo <

Stock - Stock -
Balance(SKU) | Balance(PKU) ™

Expiry Date +

444 MBg 444 vial 0 wvial 10.TC180224 2710212016

1 ‘ RPHO00003.01

aoproval |

Approval Done By ‘pharmams‘ radio \ Approval Date/Time \24/02/2«115 251 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. 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:

Item Code

Batch

1

‘ RPHO00003 01

O From Receiving Intra-Facility ® From Generator Elution/Kit Preparation

Expiry Date From

& Expiry Date To B
Created Date From & Created Date To B

ltem Code

Item Description
03.11Tc160224

/1 [1-1/1]

Item Description = Expiry DatefTime ~ %

Created Date/Time 3+ Updated Date/Time 3%

‘ Sodium Pertechnetate (Tc-99m) ‘ 03.11Tc 160224 | 27/02/2016 03:08 PM | 24/02/2016 03:08 PM | 24/02/2016 03:08 PM

Record is auto created once Approved the Generator Elution record.
Able to edit the value in Stock Verification if necessary.
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Radiopharma Generator Elution in current Version 1.3.8

Radiopharma Generator Elution in new Version 1.4.1

Item Deseription [sodium Pertechnetate (Te-oom) |remcode  [RPro00003 01 | Baten [03-117c 160224 |
 comm]
STOCK DETAILS
Measured Activity 1850 |mBa |+ 50 mci |+ Measured Date/Time 2410212016 308 PM a)-
Volume 50 (ml v+

Expiry Date/Time 27/0212016 3:08 PM =1

MEASUREMENT DETAILS VERIFICATION DETAILS

Label Packaging Type

w |Guidsiine Accept OReject
Survey on Surface - Refect Reason
Survey at 1 Meter -
Distance
Done By [pharmacist radio | paemme 26/02/2016 3.08 PM )
Wipe Test v —

Updated By [pramacist radio ]
Remarks

Updated Date/Time | 24/02/2016 4:12 PM =]

2. In Unit Catalogue, new batch is created with the same batch number,

with Available Qty = 1 vial;

UNIT CATALOGUE

Item .| Item Sub,  Drug/NonDrug .| Store ,

. ~ Stock | Reserve | Min Indent,
Group ~ Class Code % Code T DrugiNon Drug Description SKU:

T Available | Qty(SKU) Qty

vial| 3,204| n|| 1 ]‘

Radiopharm
[ ‘ Drug | aceuticals RPH000003 ‘

Sodium Pertechnetate (Tc-99m)

Click on the Stock Available hyperlink to view screen below,

STOCK BALANCE

[4]

Drug Code: RPHO0D0D2 Drug Name: gﬁgor:‘jlwum Pertechnetate (Tc-

[31-32/32]
No & ltem Code s s‘"‘:(ksﬁﬂla"ce = sm':(:aau']“"“ 2| Reserve Qiy(SKUF|  Packaging Description % BatchNo 4 ExpiryDate &
| a1 |ReHo00002.01 |1 vial [ 1 vial | 0| vl |0a0oTci60224 | 27022016
| 32 reroooonaot | 1 via [ 1 via | 0 val loairTetenzze | 27zt
Total Stock Balance: 3204
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8.
Worksheet

Worksheet is displayed as below:

RADIOPHARMACEUTICALS WORKSHEET

MINISTRY OF HEALTH

Klinik Kesihatan Bandar Maharani

Generator Elution records for Technetium (99mTc) Sodium Pertechnetate
Eluate Batch No: 10.TC160224
Worksheet ID: KKE01003220160224022

Preparation of Technetium (99mTc) Sedium Pertechnetate Eluate

Worksheet is updated as below:

RADIOPHARMACEUTICALS WORKSHEET

MINISTRY OF HEALTH
Klinik Kesihatan Bandar Maharani

Generator Elution records for Sodium Pertechnetate (Tc-99m)
Eluate Batch No: 03.11Tc160224
Worksheet ID: KKE01003220160224087

Preparation of Sodium Pertechnetate (Tc-99m) Eluate

Date

24/02/2016 Remarks :

Generator BN/Expiry Date

B02022016 / 30/04/2016 15:02 PM

Elution Vial BN/Expiry Date

B26102015 / 26/11/2016 00:00 AM

saline Vial BN/Expiry Date

B26102015 / 26/10/2016 00:00 AM

Approval of Eluate

Checklist for approval : Approved By :

B Radio Pharmacist
Preparation done accordingly Yes/No
QC done accordingly and pass Yes/No
Label done accordingly Yes/No

Remarks

Signature,Name, Time]|

3. Approval section: All checklist will update to ‘Yes’ once Approval record

is Approved and ‘No’ once record is Rejected.
4. Label section:Empty space provided to paste the printed label.

Volume S0 mi Worksheet Prepared By :
Date 2410212016 Remarks : Elution BN 03.11Tc160224 phamacist radio

Measured Activity 50mci
Generator BN/Expiry Date 784623427 24/11/2016 P Done By :

Measured Date/Time 24/02/2016 15:08 PM
Elution Vial BN/Expiry Date NOT APPLICABLE /02/01/2017 Radoactivity Concentration T
Saline Vial BN/Expiry Date BTest-140815/ 14/07/2016 \ Quality Control of Eluate

Measure Mo-99 Activity 55 uCi Limit PassiFail Quality Control Done By
Volume oML Mo-99 B B g y pharmacist radio
Worksheet Prepared By © 0-99 Breakthrough 1.1 WCi permei 0.15 LCi of Mo-99 per mGi of Te-99m Fail
Quality
Elution BN 10.TC160224 Radio Pharmacist Control Test | EIUate DH 20 40-80 Fail
Measured Radioactivity 144 MBg Signature,Name Timd Alumina Breakthrough Iniensity - Less Intensity less than Standard Pass
Preparation Done By : -z Approval of Eluate Label
Measured Date/Time 24/02/2016 12:44 PM
Checklist for approval : Approved By :

Radioactivity Concentration 14.6 MBg/ML Signature, Name, Time) Preparation done accordingly Yes phamnacist radio

QC done accordingly and pass Yes 3

Label done accordingly Yes

Quality Control of Eluate Remarks
Measure Mo-99 Activity 55KBq Limit Pass/Fail Quality Control Done By NI
N
e N Radio Pharmacist
MO-99 Breakthrough 0.12 KB per MBg 0.15 KBq ."E"C‘fg? per 1MBq Pass
quatty | cue o 0 080 o 1. Updated worksheet format and orientation changed to Landscape.
Control Test . . . . . .
2. Preparation section: Elution Date display based on Elution Date field
Alumina Breakthrough Intensity - Less Intensity less than Standard Pass .
Signature,Name Time from Preparation screen.




