(Ph[R

1. Summary of Ticket Number and Requests on CDR Label

PhIS & CPS Project - Quick Guide For Manufacturing CDR

pharmaniaga

No. | Ticket # Description Requests Solution
1. 19618577C | CDR Label - Request to round off volume To round up volume CDR Label - Request to round off
(RMS: based on quantity volume.
Email:
200000794
3 Solution:

ISSUE 4: ISIPADU AKHIR UBAT MENGGUNAKAN DUA TITIK
PERPULUHAN

i <1ml, eg:0.75ml = show
label in 2 decimal point

ii. 1-9.9ml, eg: 8.45ml =
show in 1 decimal point
(8.5 ml)

iii. >=10ml, eg: 10.5 ml =
show in round number (11
ml), no decimal
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PhIS & CPS Project - Quick Guide For Manufacturing CDR

Function
Flow

Current Version 2.4

New Version 2.5

CDR
Label
and
Workshe
etin2
decimal
(drug
volume)

1. Create CDR order with dose quantity < 1ml (1) and confirm the
medication.

Rogimen Cade CDRONO0S1 Regimen Detais Regimen Descrition Gemcrabine 192 D18
Cycle Start Date 24072001 Gyele End Date 13082021 Cycls Duration 21" Days BSA 168 m?
Total Cycle 5 Cycle o 1 Calcuiste Dose Using Actual Body Wesght 5 Ky
b
Remans
s [ —— © Tolal Dosst| DoseCty 2| OrderQiy| Druginio 3 Injoctable Drugs:
‘Gemchabine HC 19/25mi Injection 20mam. opiece [ 0Bare 2vial p = Actve Ingredient Gomchaine O Lo
Sodium Chioride 0 9% 250mL IV soin daly), Dey: 1.8 5cheduie 20775m |2 bott Dusage 20/* [mg. = -2
Total Dose 331" fmg
#dmin Rouls ¥ infusion
Fremvency 0D (once daily)
Chemo Day 18
Drug Indication v
Infuse Over o] our 30 (rui)
Dasent Sogum Ciona 0.9% 250mL IV son
Diuord Vohuma 207 75 mi
Tetal Volume 250 ml
Inision Rats 533 | mian

Drug/Diluent Name
Gemcitahine HCI 1g/25m Injection

Order Details *

Order Gty =

0.84 mi
1

207.75 mi

20 mgfm2, OD {once
daily), Day: 1,8 Schedule

Sodium Chioride 0.9% 250mL IV soln 2 bott

2 vial ‘

2. Verify the order and then click on CDR Label button at Preparation
stage. Drug Volume (2) will show in 2 decimal.

1. Create CDR order with drug volumne < 1ml (1) and confirm the medication.
W FUTURE ORDER|

#§ CDR REGIMEN DETAILS

Regimen Code CDRON00208 2| Regimen Details Regimen Description [Pertuzumab, Trastuzumab (Maintenance) |
Cycle Start Date 200072021 A|" CycleEndDate [osi08r2021 & Cycle Duration 21f Days  BSA 17| m2
Total Cycle 1 CyceNo Bl Caleulate Dose Using | Actual Body Weight v Kg

Remarks
|

PRESCRIPTION

| oral/others Drugs | Injectable Drugs |

Ry

Drug/Diluent Name

Order Details | Total Dosé| Dose Qh¢| Order Qtyé| Drug Info?

Active Ingredient
Pertuzumab 420mg Solution for

Infusion 10mg 0D (once | 033ml | 1vial 5 . Dosage 0 (mo = .
daily), Day: 1Schedule |1 ™9

Sodium Chioride 0.9% 250mL IV 250ml | 1bott Total Dose 10 ‘ AUC Calculatol
soln

Trastuzumab 440mg Injection Admin Route

6 mglkg, OD {once 18.86ml | 1vial IV Infusion v

Sodn Chioride 0 55 250mL IV daity), Day: 1Schedule |36 M9 |22~ T i o Frequency 0D (once daily) v
Chemo Day 1
Drug Indication -

Drug/Diluent Name Order Details

+ | Total Dosé | Dose Qty | Order Qtys

Pertuzumab 420mg Solution for

i 0.33ml 1 |1 vial

10 mg, OD (once
daily), Day: 1 Schedule

10 mg
Sodium Chloride 0.9% 250mL IV
soln

Trastuzumab 440mg Injection

250 ml 1 bott

18.86 ml |1 vial

6 mg/kg, OD (once

{wl
Sodium Chiaride 0.9% 250mL IV 396 mg

soln

daily), Day: 1Schedule

250 ml 1 bott

2. Verify the order and then click on CDR Label button at Preparation stage.
Drug Volume (2) will show in 2 decimal.
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Function
Flow

Current Version 2.4

New Version 2.5

HOSPITAL SERI MANJUNG

CYTOTOXIC DRUG - Handle with care

rnB8s4 Pharmacy Oncology ADB10823

Drug name : GEMCITABINE ROA - IV INFUSION

Dose : 33.8 MG Vol 0.84 ML | -

IV Fluid : Sodium Chloride 0.9% 250mL v soin

Inf. Rate :8.33 mi/Min Inf. Over :0 Hours 30 Minutes Vol :207.75 ml
Treatment Date : 24/07/2021 Total Vol : 250 ml

Prepared Date :  24/07/2021 Exp Date : 24/07/2021
Chemo Day : 1,8 Exp Time :

Storage : Below 0 °C, Refrigerate (2 - 8 °C), Protect from Light

CDR WORKSHEET

3. Then click on Worksheet button and Drug Volume (3) will show in 2
decimal.

MINISTRY OF HEALTH

Hospital Seri Manjung

Preparation Date : 24/07/2021 Worksheet ID: 21-07-0002
Name : AXXXXX Gender : Male Rx. No. : CDR0001119645
MRN . HSMO0078595 Height/Weight/BSA 2 155 cm/66 kg/1.69 m* Regimen : Gemcitabine 1g/m2 D1,8
IDNo : A0810823 Ordered By : DR. ZARINA BINTI FUAD Cycle No. : 1
Age  : 50Y 18D Current Visit Location  : Pharmacy Oncology Service
Matorial Usod
No | ROA | Proparation Name Drug/Diluent Name Tol | Drugi | Woof | Nowof] Allocated ] Storage Instruction
Do e | DiluentVol | Dose |Pack | iy | BatehNo | Expiry Date
Gemaitabine
(PARTIAL) Gemetabine HC! 1gi25mi Injection 0.84mi 1w |ersoseasot| sz |
1| F - [Recons. Fluidns 25ml 358g | ) Bt o
Chemo Day:1 Sadium Chioride 0.9% 250mL IV soln 207.75mi Tbowe | Pzisssss | s1/122024 Lt

point.

Notes: For Drug Volume below 1ml, this version display in 2 decimal

HOSPITAL PAKAR SULTANAH FATIMAH

l¢ )
T

"

CYTOTOXIC DRUG - Handle with care

AIMAN

HPSF00305649 WAD 11 9¢

Drugname PERTUZUMAB ROA : IV INFUSION
Dose : 10 MG Vol :0.33ML |

IV Fluid - Sodium Chioride 0.9% 250mL IV soln

Inf. Rate 8.8 ml/Min Inf. Over 0 Hours 30 Minutes Vol 249.67ml
Treatment Date : 20/07/2021 Total Vol : 250 ml
Prepared Date :  20/07/2021 Exp Date : 20/07/2021
Chemo Day : 1 Exp Time :

Storage :

3. Then click on Worksheet button and Drug Volume (3) will show in 2 decimal.

CDR WORKSHEET
MINISTRY OF HEALTH
Hospital Pakar Sultanah Fatimah
Preparation Date : 20/07/2021 Worksheet ID: 21-07-0002
Name : AIMAN Gender : Male Rx. No. WRD8720002340515
MRN : HPSF00305649 Height/Weight/BSA : 170 cm/66 kg/1.77 m? Regimen : Pertuzumab, Trastuzumab
IDNo : 990111035223 Ordered By : Doctor 1 Cycle No. : 1
|Age 22Y 06M 09D Current Visit Location  : WAD 11
Material Used
No | ROA | Preparation Name Drug/Diluent Name Total Drug/ Noof | No of | Allocated . Storage Instruction
Dose | DiluentVol | Dose |Pack [ aty | BatchNo | Expiry Date
p
0mg Solution for Infusion 3 o33ml 1vial 23423 | 040012031
dosets) Below 0 7C,
1| INF|Recons. Fluid:- 10 mg 1 Protect from Light testtest
o supply
Chemo Day:1 Sodium Ghloride 0.9% 250mL IV soln 249.67 ml ibote | P216C155 | 16/05/2025
Trastuzumab Trastuzumab 440mg Injection 19ml 1 vial N3941B04 | 3101212023
Below 0 7C,
’ dosefs) Refrigerale (2 - &
2| W gi;ﬂ; F,Edzy;l"' 3% m osupply [ 7C), Pratect from festtest
Chemo Day:1 [Sodium Chioride 0.9% 250mL IV soin 231 ml ibotle | P216C155 | 16/05/2025 tont

Notes: For Drug Volume below 1ml, this version display in 2 decimal point.
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1. Create CDR order with dose quantity > 1ml and < 9.9ml (1) and
confirm the medication.

Regmen Code

CORONDODS1 Regimen Details Raginen Descrglion (Gemctabine 1pm2 013

2

cyok st Da 21072021 13082021 ycie Duration 21)* Days B34 178 m
Total Cycle L] 1" Calcuiste Dase Using Actual Body Weight 87| Kg
Remans

Toisl Dose:| DoseQty 3 Oder Oy s Druginko & | 1njectable rugs
Aciive ingrediant [aemcratine O Usdate
Dosage 0 * (I m2
Total Dose: 8" m
Aamin Roue W intusien
Frequency 0D fonce daiy)
Chema Day 13
Drug Indicasion
Intusa Over 0 Hour) 30 pirate

1. Create CDR order with dose quantity > 1Iml and < 9.9ml (1) and confirm the

medication.

8 CDR REGIMEN DETAILS

W FUTURE ORDER & Prescription | CDR Cycle History

Regimen Code CDRON00183 2| * Regimen Details Regimen Description [Trastuzumab 600mg Subcutansous

Cycle Start Date 2010712021 ]|"  Cycle End Date | 20/07/2021 o) Cycle Duration 1[ Days

Total Cycle 1F CycleNo 1 Calculate Dose Using \:|Kg
Remarks

4
PRESCRIPTION

Drug/Diluent Name 3| Order Details

350 mg, OD (once
daily), Day: 1Schedule

Trastuzumab 600mg/5m| Solution for
Subeutaneous Injection

#| Total Dosé:| Dose Q| Order Qtye| Drug Infos

350 mg ‘292"« ‘1EA ‘i ‘n

‘ Oral/Others Drugs | Injectable Drugs |

Active Ingredient

Drug Category

Dosage 350/ mg v

Total Dose 350" |mg Cal
Admin Route Subcutaneous v
Frequency 0D (once daily) v
Chemo Day 1

b

Drug/Diluent Name

Gemcitabine HCI 1g/25ml Injection

Sodium Chioride 0.9% 250mL IV soln daily)

50 mg/m2, OD {once

Order Details s

, Day: 1,8 Scheduls

1 ‘2.2 ml 2 vial

[208 ml [2 bott

2. Verify the order and then click on CDR Label button at Preparation
stage. Drug Volume (2) will show in 1 decimal.

Drug/Diluent Name Order Details

+| Total Dosd | Dose Qty | Order Qtys

350 mg, OD {once
daily), Day: 1Schedule

Trastuzumab 600mg/5ml Solution for
Subcutaneous Injection

|
350 mg |2.92m| ‘1EA
1

2. Verify the order and then click on CDR Label button at Preparation stage.
Drug Volume (2) will show in 1 decimal.
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CPh PhIS & CPS Project - Quick Guide For Manufacturing CDR maniaga
Function Current Version 2.4 New Version 2.5
Flow
) HOSPITAL SERI MANJUNG (%) HOSPITAL PAKAR SULTANAH FATIMAH
L (12
W CYTOTOXIC DRUG - Handle with care CYTOTOXIC DRUG - Handle with care
880203085373 A OO XXX
g666 Pharmacy Oncology L HPSF00148589 WAD 11 6 e —]
Drug name : GEMCITABINE ROA_ IV INFUSION |Drug name GEMCITABINE ROA : IV INFUSION
Dose : 88 MG Vol:22ML | o Dose : 168 MG Vol 42ML | 2
IV Fluid : Sodium Chloride 0.9% 250mL 1V soin IV Fluid - Sodium Chloride 0.9% 250mL IV soln
Inf. Rate :8.33 ml/Min Inf. Over :0 Hours 30 Minutes Vol :206.00 ml Inf. Rate 8.33 mi/Min Inf. Over 0 Hours 30 Minutes Vol 208.00
'IF;reatme;lDDz:le_: ii‘: g;’ggﬁ EotalDV?I - 22?02'22021 Treatment Date : 20/07/2021 Total Vol : 250 m
reparec ale: Xp o8- Prepared Date . _ 20/07/2021 Exp Date : 21/07/2021
Chemo Day : 1.8 Exp Time : - —
- Chemo Day : 1.8 Exp Time :
Storage : Storade -
ge :

3. Then click on Worksheet button and Drug Volume (3) will show in 1

3. Then click on Worksheet button and Drug Volume (3) will show in 1 decimal.

decimal.
CDR WORKSHEET
CDR WORKSHEET MINISTRY OF HEALTH
MINISTRY OF HEALTH Hospital Pakar Sultanah Fatimah
Hospital Seri Manjung
Preparation Date : 20/07/2021 Worksheet ID: 21-07-0004
Preparation Date : 24/07/2021 Worksheet ID: 21-07-0001
Name @ AXOXX XXX XXXX Gender : Female Rx. No. : WRD8720002340535
Name : SCHNRRRISIN: Gender Male RcNo.  : CDRO0G116642 MRN - HPSF00148589 Height/Weight/BSA + 156 cm/65 kg/1.68 m? Regimen : Cisplatin 60mg/m2 + Gemcitabine D1,
MRN  : HSMO0067041 Height/Weight/BSA 167 cm/67 kg/1.76 m* Regimen : Gemcitabine 1g/m2 D1,8 ID No 6e - Ordered B: - Doctor 1 Cycle No. 1
IDNo : B8 Ordered By DR. N Cycle No. : 1 N Ay‘ X . 4 .
Age  : 33Y05M 21D Current Visit Location  : Pharmacy Oncology Service Age  : 56Y 03M 17D Current Visit Location _: WAD 11
aterial Used Material Used
' ; ' No| ROA | Preparation Name Drug/Diluent Name Storage Instruction
No | ROA | Preparation Name Drug/Diluent Name Toul | orugt | Moot |Noaf NI“QE(‘;M BetchNo | ExpiryDate | ST Instruction pal g L:w:: mllz;::: \f’ o m r;:cu: Alltac;led Batch No | Expiry Date g
?;ﬁ#?:{"f Gemcitabine HCI 1g/25mi Injection 3 22ml 1 vial 301172021 Below 0°C. ?,f;”;?".:‘[‘f | Gemcitabine HCI 1g/25ml Injection 42ml 1 vial XOEBO42A | 30/04/2022
i B Below 07C
1| NF [Recons. FluigNs 25mi s8m) o oy wbeodidd 1 | INF |Recons. FluidNs 25mi |3n5 "D";f;f; 1 Relgerate (2 -8
Light 2C)
Chemo Day:1 Sodium Chioride 0.9% 250mL IV soln 208.00 ml Tboltle | P2163433 | 3122024 Chemo Day:1 [Sodium Chioride 0.9% 250mL IV soin 208.00mI 1botte | P216C155 | 1610512025
L |
Notes: For Drug Volume between 1.1ml —9.9ml, both version display 1 Notes:
decimal. e For Drug Volume between 1.1ml —9.9ml, both version display 1
decimal.
oy . . “y
e If got number ‘0’ at the back, label/worksheet will not diplay ‘O
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New Version 2.5
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1. Create CDR order with dose quantity > 10ml (1) and confirm the

B ontier | B Draft | @ Presergion | CDR Cycle istary
Regimen Coge CORONOUOST Repmen Detsis Regimen Descroton r————ry
Cycle Start Date 24072021 Cycla End Date 13002021 Cycle Duration 21| Days B34 0w m?
Tots Cycla o Cyce No Calcuiate Dase Using Actusi Body Weignt - 4 K
Remarks
PRESCRIPTION
Seq No. u " H Order Details o se Order Gty = Drug Info & Injectable Drugs
g o i ct Ingredient Gomctabina O Update
i
L t Dosae 1200]*(mg v|  [mz
488" mg

W intusicn

0D fonce daly} ™

]

0] (it

Drug/Diluent Name Order Details =

—
Gemciiabine HCI 1g/25mI Injection 1200 mg/m2, OD (once 1| [n7m 2 vial
e 458 mg —
Sodium Chioride 0.9% 250mL IV soin | 93). Day: 1.8Schedule |24025ml |2 bott

2. Verify the order and then click on CDR Label button at Preparation
stage. Drug Volume will show in 1 decimal.

oy HOSPITAL SERI MAMIUNG

a0 CYTOTOXIC DRUG - Handle with care
013-9507258
546 Pharmacy Oncology 810412125964
Drrug name : GEMCITABINE ROA IV INFUSION
Diose 468 MG Vol :-11.7 ML 2
I Fluid : Sodium Chloride 0.9% 250 ML v Soin
Inf. Rate :B.33 mliMin  Inf. Over 20 Hours 30 Minutes Vol 224025 mil
Treatment Date : 240712021 Total Vol - 250 ml
Prepared Date : 240712021 Exp Date - 24/07/2021
Chemo Day 1,8 Exp Time :
Storage :

1. Create CDR order with dose quantity > 10ml (1) and confirm the medication.

L JELGEE TR ATS B confim | [ orart | & Prescription | COR Cycle History

Regimen Code

GDRON00047 * Regimen Details Regimen Description |cemctapine 19/m2 018,15 ]

Cycle Start Date 0310872021 Bl Cycle End Date =) Cycle Duration 28|* Days BSA] 215] m?
Tolal Cycle o Cyce No 1 Calcuiate Dose Using Actual Body Weight v Ka
ftest
Remaris
4
Drug/Diluent Name 3| OrderDetails  +| Total Dos¢:| DoseQty+| OrderQty$| Druginfo s \ Oral/Others Drugs | Injectable Drugs |
Gemcitabine HCI 1g725ml Injection Wﬁg:‘w)glgsygg[zgﬁe o so.gml 12vial i 8 Active Ingredient © Updaie
Sodium Chioride 0.9% 250mL IV soln Senedule 196 mi 3 bott Dosage 1420 " [mg v | [m v
Total Dose ulfg | auccee
Admin Route WV infusion
Frequency 0D (once daily) ~
Chemo Day 1815
Drug Indication v
Infuse Over o] tHoun - 30| (Minute)
Diuent Sodium Chloride 0.95% 250mL IV soln v
et voums o]
Drug/Diluent Name = Order Detaills  +| Total Dose:| Dose Gty | Order Qty =
Gemcitahine HCI 1g/25ml Injection 1500 mg/m2, OD (once 0.8 ml 12 vial
daily), Day: 1,8,15 3240mg 1
Sodium Chiloride 0.9% 250mL IV soin Schedule 196 mi 3 bott

2. Verify the order and then click on CDR Label button at Preparation stage.
Drug Volume will show in round number.

@if\.!"' HOSPITAL KUALA LUMPUR

\

W CYTOTOXIC DRUG - Handle with care
SEREE W
rn8874 Farmasi Klinik Pakar 56 I
Drug name GEMCITABINE ROAv-INr JSION
Dose : 3240 MG Vol :81 ML | 2
IV Fluid : Sodium Chloride 0.9% 250mL v soin
Inf. Rate 8.33 ml/Min Inf. Over 0 Hours 30 Minutes Vol 196 ml
Treatment Date : 03/08/2021 Total Vol : 250 ml
Prepared Date :  03/08/2021 Exp Date : 03/08/2021
Chemo Day : 1.8,15 Exp Time :
Storage :
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Function
Flow

Current Version 2.4

New Version 2.5

3. Then click on Worksheet button and Drug Volume (3) will show in 1
decimal.

3. Then click on Worksheet button and Drug Volume (3) will show in round

number.
CDR WORKSHEET CDR WORKSHEET
MINISTRY OF HEALTH MINISTRY OF HEALTH
Hospital Seri Manjung HOSPITAL KUALA LUMPUR
Preparation Date : 24/07/2021 Worksheet ID: 21-07-0003
Date: 03/08/2021 Worksheet ID: 21-08-0001
Name : 013-9507258 Gender : Male Rx.No. : CDRO001119648 - i POOOTEEESE
MRN  : HSM0218922 Height/Weight/BSA : 67 cm/8kg/0.39 m? Regimen : Gemcitabine 1g/m2 D1.8 Name : Gender ale Re. No.
. i . 2 i .
IDNo : 810 Ordered By - DR. NUR HAFIZAH AINAA BINTI Cycle No. - 1 MRN : HKLO0380024 Height/Weight/BSA 169 cm/99 kg/2.16 m’ Regimen Gemcitabine 1g/m2 D1,8,15
Age @ 02Y 27D Current Visit Location  : Pharmacy Oncolegy Service IDNo : 56 Ordered By 1 Dre Cycle No. : 1
‘Matorial Used Age  : 65Y 04M 09D Current Visit Location  : Farmasi Kiinik Pakar
No | ROA | Preparation Name Drug/Diluent Name ;:;a.. I _Dng/ | ,;g:.' 'r":c E;(f Allocated [ g0 Expiry Date Storage Instruction Material Used
ay No| ROA | Preparation Name Drug/Diluent Name Totat | orugs | oot | Noot [ Aocated | gz no | Exoiry Storage Instruction
— Dose | DiluentVol | Dose | Pack [ oty atch No ( Expiry Date
(PARTIAL) Gemcitabine HCi 1g/25mi Injection Hrm 1vial  |a790532801| s01r2024 seon0-c.
elow 0 °C.
Gemcitabine
1| e |Recons. FluidNs 25mi 488 mg Sose| o e (PARTIAL) Gemeitabina HCI 1g/25mi Injection a1 ml 3 4 vial 65878 | 04012031
Chemo Day:1 Sodium Chioride 0.9% 250mL IV soln 26025mi 1oowe | Pzieesss | avrzeo2e tight 1 | wr |Recons. Fkens 25w 3240 1 doses) | Retrigerate (3-8
mg 10 supply e
)
3 Chemo Day1 Sodium Chioride 0.9% 250mL IV soln 196 mi tbosle | 6658 | oao12031

Notes: For Drug Volume more than 10ml, this version display in 1
decimal.

Notes: For Drug Volume more than 10ml, this version display in round number.
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