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Summary of Ticket Number and Request for Print Permit

iaga

No. Ticket # Description Requests Solution
1. | 210004405E Print Permit Enhancement on Print Permit Facility is allowed to print permit with
. i ) o , ‘SALINAN’ watermark when status =
Request to allow facility to print permit with 'SALINAN “Approved by  KPK/PKPF/Pengarah
watermark A&P”.

5> | 210004406E Print Permit . Formats u'pdated in following permit :
- i Permit report for Standard
To change wording in Permit report for Lot Release (to add ii. Permit report for Psychotropic
Sabah & Sarawak) & Psychotropic (suppose 'BAHAN iii Permit report for Lot Release
PSIKOTROPIK') ‘Dangerous Drug’ permit report has

been added.

3. | 210004408E | Print Permit ‘Duration’ drop down has been added
To add another set of Permit report which is 'Dangerous Drug' in Prin.t Perrr'1it screen which shall
along with Standard, Lot Release & Psychotropic Drugs reflect in Permit report.

4, 210007131E Tambahan Tandatangan Pegawai Penyokong dan Pegawai | To add signature of Pegawai Penyokong and Signature is displayed in Permit report
Pelulus pada Muka Surat Kelulusan dan Permit Pegawai Pelulus in Permit report
Mohon tambahan fungsi tandatangan pegawai penyokong dan
pelulus pada muka surat/permit kelulusan permohonan
Mengurangkan keperluan dan beban untuk scan/emel
keputusan kepada fasiliti

5. 220009483E Print Permit - UAT vs2.6 request To amend ‘SALINAN’ watermark design. ‘SALINAN’ watermark covered the
SALINAN watermark should also cross the signature part signature part of the Permit.

6. 220009482E Print Permit (Facility) - UAT vs2.6 request To add alert message when ‘Duration’ and Alert message is added if ‘Duration’
If the value Date, Duration, & Duration UOM is not filled yet by | ‘Date’is blank. and ‘Date’ value is blank when user
Secretariat, when facility click print permit, popup should print Permit.
appear notifying need to wait for complete information. Should
allow to print when Date, Duration & Duration UOM are
available.
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No. Ticket # Description Requests Solution
7. | 220009510E Print Permit - UAT vs2.6 request To make gap for ‘Duration’ values. 8. Spacing added between word and
1. To make the gap for duration between 'dua' and '(2)’ numbering for ‘Duration’ values.
8. 220009484E Print Permit - UAT vs2.6 request To add new values for ‘Duration’ 9. New values added to ‘Duration’
Duration dropdown - Value should be added up to 11 dropdown in Print Permit screen.
9. | 220009492E Print Permit - UAT vs2.6 request Format changes for all Permit Reports. 10. Formats for all Permit Reports has
1. To increase coat of arms of Malaysia been updated. Changes involved:
e Logo size has been enlarged
2. To add border e Outer border box is added
3. To make the sentence in justified form e Sentence should be in justified
form
11. | 220009489E Permit Lot Release Changes for Lot Release Report 11. Formats for Lot Release Permit has
Additional 2 airports in attachment been updated. Changes involved:
e Wording added in section 1(a)
e Footer (No. Siri and page no) is
added when exceed one page.
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Function

Print Permit in version 2.5
Flow

Print Permit in version 2.6

1. Print Order Management-> Special Approval Medicine Order Management-> Special Approval Medicine

Permit 1) Open record with status = “Approved by KPK/PKPF/Pengarah A&P”. 1) Open record with status = “Approved by KPK/PKPF/Pengarah A&P”.
2) Currently, there is no “Print Permit” button for facility in this version. 2) “Print Permit” button is added for facility.

SPECIAL APPROVAL MEDICINE
P e—
1§ Additonal Document | | @ Special Approval Medicina | X .
8] Additional Document | | # Special Approval Madicina [ Frint il X
Facity Recuest HsoOA2021 PPF Registrson No janzeszoz) SeralNo
acity Roquest Ho 0B 2022 2PF Rogitration Ho a2y Sorai o ABep454
Faciny Nama Hespil Sen aning " [JABATAN KESIHATAN NEGERI PERAK
[HOSPITAL KUALA LUMPUR e HOSPITAL KUALA LUMPUR
Recuest Dae 212021 2 faen -+ Pavers Request Calegary  Pesara Prrsehutan
23082022 & Request By Batch  Patent Request Canegory | Sample Compassicrate Program (Fod v
st Forax New | Repeat
[P Kt Luenger Reques Type New  Repeat
Da Name Camerinis mesylate £0 mg Tatiet [Approved by KFKIPKEF Pongaran AdP
= e ——— r Sts ‘Agproved by KFKIPKFF Fengarah ARF
(advances nght g carcnama wih £GFR
To00d mmon e s . =
4 P — Aopeuwed Indkatin 45 5451045205345204 ~
e o s
Fuagistrtion Status with Pihak Serkuasa Kawalan Dadan
Idicaton spproved by PBRD Vs Ho
Regisered MAL Ves Mo [zzn nicavon soproved by PEKD T
Idicaton as lsted in FUKKM Vs Ho
190K Orug Formutary P Icanon s Ited i FURRON ™
impcrtes By WS ALLY PHARIAA SON. BHD.
[rep—— b2 mpari By
* Pomahon betanggungiawat sepenubna terhadap pongguIsaan uba bk erdaar dan o abel
- - — " Pemmohon sdak berdatar dan ot abel
Roquest Quantry T EE) st Rspert | Patient Monioring. Attchavent (SUMMARYIABOLL HAKIM BINWL e ichrers)’ 1 () = — -
— = Recuest Cusniiy (SKU) 1z2| [capse [ v |'@)  Auschmentt Justicaton Reprt £ Patert Montorng Atachenert |79 View Amachmant
[or packor a0 ® = [ :
: . Fackaging Descrion (PKU) 21z i At 2 Scenic avidences] serachenere = =
2 ewmanes]’ @ @ .
- Packaqng Cuartiy (FKU) " Attachment 3 (Guotaton) — View Mtschment
1218000 Astachment 4 (Oihers) Anachment ad pesara pdf e mmachment "
Contpex Pack o Attachment ¢ (Cthers) sachenens ew Atzchment
Total Cost 125,160 00 Astachment § (Others) Attachment iew Attachment o
Total Cost 122100 Atachment 5 (Cthers) Js— View Attachmnt
Appraved Guanily » Haaxenum ize aowed = 248 per aachment
Apprave Qusntey (SKU) 1110 | capsule - bt size alowed = 248 e atachenent
Appraves Cost ) scktaoml reference i

3) Click “Print Permit” button, Print Permit screen will be opened. Values are
non-editable at facility level.

a) Scenario 1: “Date” and “Duration” values are filled.

@[Slandard][Lot Release][PsvchUtmpm Drugs] [Dangerous Drug] ‘ X
Serial No 454545543 |

Requester Name [DR CHEW HUANG YIK |

Drug Name ‘Atazanavwr 300mg Capsule ‘

Approved Quantity ‘1110 capsule ‘

Manufacturer ‘212 ‘

Suppiier \ \

Date 24/06/2022 [&]

Duration Dua(2) ‘ v \‘Tahun ‘ v \
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Function
Flow

Print Permit in version 2.5

Print Permit in version 2.6

b) Scenario 2: “Date” and “Duration” values are empty

‘T [Lot Releasa] [Psychntrupic Drugs] [Dangemus Drug] ‘T

Serial No

Requester Name

‘Pharmamst KPK

Drug Name

‘Exemeslana 25 mg Tablet

Approved Quantity

Manufacturer

MoH

Supplier

MOH

Date

\
|
300 tablet ‘
|
|
|

Duration

4) Click on Permit reports button (“Standard”, “Lot Release”, “Psychotropic

Drugs”, “Dangerous Drugs”)

a) Output of scenario 1: Permit with “SALINAN” watermark background will

be opened as preview.

kpkPermitPsychotropic.pdf
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Function

Flow Print Permit in version 2.5 Print Permit in version 2.6

b) Output of scenario 2: A pop up alert message “Permit cannot be printed
yet. Please wait until HQ user complete the permit information” will
appear.

INFORMATION

gi INFO9060: Permit cannot be printed yet. Please wait

until HQ user complete the permit information

OK
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u;:zt‘:von Print Permit in version 2.5 Print Permit in version 2.6
2. Permit 1) Currently facility do NOT have function to print permits.

Reports

1) Below are the updated formats for all permit report. Changes involved:
Logo size has been enlarged [1]
Outer border is added [2]
Justified Sentence [3]

a) Standard Permit Report

AKTA JUALAN DADAH 1952
PERATURAN-PERATURAN KAWALAN DADAH & KOSMETIK 1984
(Peraturan 15(8])

PENGECUALIAN UNTUK MENGIMPORT KELUARAN TIDAK BERDAFTAR BAGI TUJUAN RAWATAN
PENYAKIT YANG MENGANCAM NYAWA (No.Siri :A0023/2022)

KKM-600-34/4/

Pengecuslian ini diberikan kepada:

Nama Pemohon : DR CHEW HUANG YIK
Hospital/lnstitusi : HOSPITAL KUALA LUMPUR
Nama Produk : Atazanavir 300mg Capsule
Kuantit - 1110 capsule

Pengecualian ini terakluk kepada syarat-syaral yang berikut -

(1) Pengimpartan ini dikhaskan bagi kegunaan pemochon ke atas pesakit seperli dinyatakan dalam
permohonan sahaja

(2)  Adalah menjadi tanggungjawab syarikat yang mengimport untuk memastikan produk tersebut tidak.
melanggar mana-mana hak milik paten atauldan data exciusivity.

(3) Tatacara yang berkaitan dengan pengimportan, penyi 1 serta dipatuhi
Segala rekod dan dokumen hendaklah disimpan bagi tujuan audit

{4) Aduan produk dan kesan advers akibal dari penggunaan produk lidak berdaflar tersebut adalah)
dibawah tanggungiawab pemohon sepenuhnya. Laporan aduan produk dan kesan advers hendaklah
dikemukakan kepada Bahagian Regulatori Farmasi Negara (NPRA).

{5) Dalam tempoh 30 hari dari tarikh pengimportan, pemohon hendaklsh;
&) memulangkan semula permit import ini; dan
b) menghantar sesalinan borang import Kastam

kepada Pengarah Kanan Perkhidmatan Farmasi, Kementerian Kesihatan Malayzia.

(6) ini sah untuk pengi dalam tempoh sebelas [11) bulan dari tarikh i dikeluarkaq
Walau bagaimanspun, permit import ini  terbatal apabila produk yang berdaftar telah berada di
pasaran.

(7) Dokumen ini merupakan hak kerajaan Malaysia. Kehilangan dokumen ini perlu dilaporkan
kepada pihak polis.

-h—

Tarikhc 260772022 Pengarah Kanan Perkhidmatan Farmasi
Kementerian Kasihatan Malaysia
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Flow

Print Permit in version 2.5

Print Permit in version 2.6

b) Psychotropic Permit Report

AKTA JUALAN DADAH 1952
PERATURAN-PERATURAN KAWALAN DADAH & KOSMETIK 1984
(Peraturan 15(8))

PENGECUALIAN UNTUK MENGIMPORT KELUARAN TIDAK BERDAFTAR BAGI TUJUAN RAWATAN
PENYAKIT YANG MENGANCAM NYAWA  (No.Siri :A0023/2022)

KEM-600-34/4/

Pengecualian ini diberikan kepada:

Nama Pemohon : DR CHEW HUANG YIK
Hospital/Institusi - HOSPITAL KUALA LUMPUR
Mama Produk : Atazanavir 300mg Capsule
Kusanfiy " 1110 capsule

Pengecualian ini tertakluk kepada syarat-syarat yang berikut -

=— 3

(1) Pengimportan ini dikhaskan bagi kegunaan pemohon ke alas pesakit seperti dinyatakan dalam
permohonan sahaja.

(2) Pengimport peru import BAHAN PSIKOTROPIK kerana bahan ini dikawal
di bawah Akta Racun 1352.

(3) Adalah menjadi I syarikat yang impart untuk i produk tersebut lidak
melanggar mana-mana hak milik paten atau/dan data exclusivity.

(4) Tatacara yang berkailan dengan pengimportan, penyi sarla p 1 hendaklah dipatuhi.
Segala rekod dan dokumen hendaklah disimpan bagi twjuan audit.

(5) Aduan produk dan kesan advers akibat dari penggunaan produk tidak berdaftar tersebut adalah
dibawah tanggungjawab pemohon sepenuhnya. Laporan aduan produk dan kesan advers hendaklah
dikemukakan kepada Bahagian Regulatori Farmasi Negara (NPRA).

(6) Dalam tempoh 30 hari dari tarikh p i 1,

a) memulangkan semula parmit import ini; dan
b) menghantar sesalinan borang import Kastam.
kepada Pengarah Kanan F i 1 Farmasi,

(7) Pengecualian ini sah untuk pengimportan dalam tempoh sebelas (11) bulan dari tarikh ia dikeluarkar
Walaubagaimanapun, permil import ini terbatal apabila produk yang berdaftar telah berada di
pasaran.

(8) i hak i periu
kepada pihak polis.

Ul
Tarikh: 26/07/2022 Pengarah Kanan Perkhidmatan Farmasi

Kementerian Kesihatan Malaysia
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Print Permit in version 2.5

Print Permit in version 2.6

c)

Lot Release Permit Report
Additional wording is added for Lot Release Permit Type. [4]
Footer and Serial No is added when there is more than one

page. [5]

AKTA JUALAN DADAH 1952
PERATURAN-PERATURAN KAWALAN DADAH & KOSMETIK 1984
(Peraturan 15(6))

PENGECUALIAN UNTUK MENGIMPORT KELUARAN TIDAK BERDAFTAR BAGI TUJUAN RAWATAN
PENYAKIT YANG MENGANCAM NYAWA (No.Siri :AD023/2022)

KEM-600-34/47
Pengecualian ini diberikan kepada

Nama Pemchon : DR CHEW HUANG YIK —_— 2
Hospital/nstitusi : HOSPITAL KUALA LUMPUR

Nama Keluaran : Atazanavir 300mg Capsule

Kuantiti © 1110 capsule

Nama Pembekal L2112

Nama Pengilang ]

Pengecualian ini tertakluk kepada syarat-syarat yang berikut =

{1) Svyarat-syarat khusus untuk produk  vaksin dan plasma:

Lesen Racun Jenis A yang sah di bawah Aklta Racun 1952 (Akla 366) iait

(perlu  tambah).

¢ Pengimp kel kel tersebut adalah tertakluk kepada penilaian dokumentasi da
pemeriksaan rangkaian sejuk  oleh pihak Bahagian Regulatori Farmasi Negara

(2

permohonan sahaja.
(3) Adalah menjadi tanggungjawab syarikat yang mengimport untuk memastikan produk tersebut tidak
melanggar mana-mana hak milik paten ataw'dan data exciusivity.

a.  Keluaran-keluaran tersebut hanya dibenarkan untuk diimport melalui Lapangan Terbang
Antarabangsa Kuala Lumpur (KLIA), Sepang, Selangor dan Lapangan Terbang Antarabangsd
Knta Kinahaly Sahab

Pulau Pinang, Pulau Pinang_L Terhang Ar h dar
| Terbang b Kuching, I sahaiﬂ'
b. Pengi kel keluaran tersebut hendaklah dilakukan oleh pengimport yang mempunyal

u

Pengimportan ini dikhaskan bagi kegunaan pemohon ke atas pesakit seperti dinyatakan dalam

—3

IAD.SIrI.M}GZBﬂDZZ 5 Page 4 of ‘I
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Function

Flow Print Permit in version 2.5 Print Permit in version 2.6

Lot Release Page 2

I"-n-‘-ur:ﬂ.
AKTA JUALAN DADAH 1952
PERATURAN-PERATURAN KAWALAN DADAH & KOSMETIK 1984
(Peraturan 15(6))

(4

Tatacara yang itan dengan pengi 1, penyi 1 serta hendaklah dipatuhi.
Segala rekod dan dokumen hendaklah disimpan bagi tujuan audit.
(5) Aduan produk dan kesan advers akibat dari penggunaan produk tidak berdaftar tersebut adalah
dibawah tanggungjawab pemohon sepenuhnya. Laporan aduan produk dan kesan advers hendaklah
dikemukakan kepada Bahagian Regulatori Farmasi Negara (MNPRA).

(6) Dalam tempoh 30 hari dari tarikh pengimportan, pemohon hendaklah;

a) memulangkan semula permit import ini; dan
b) menghantar sesalinan borang import Kastam.
kepada Pengarah Kanan Perkhid Farmasi, K ian Kesih Mal;
(7}  Pengecualian ini gah untuk pengimportan dalam tempoh sebelas (11) bulan dari tarikh ia dikeluarkan_
Walaubagaimanapun, permit import ini terbatal apabila produk yang berdaftar telah berada di
pasaran.

(8) D ini hak Malaysia. Kahil ini perlu dilaporkan
kepada pihak polis.

ph

Tarikh: 26/07/2022 Pengarah Kanan Perkhidmatan Farmasi
Kementerian Kesihatan Malaysia

IMo.Sirl ‘A0023/2022 Page2of 2
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Flow

Print Permit in version 2.5

Print Permit in version 2.6

d) Dangerous Drug

=
AKTA JUALAN DADAH 1952
PERATURAN-PERATURAN KAWALAN DADAH & KOSMETIK 1984
(Peraturan 15(8))

PENGECUALIAN UNTUK MENGIMPORT KELUARAN TIDAK BERDAFTAR BAGI TUJUAN RAWATAN
PEMYAKIT YANG MENGANCAM NYAWA  (No.Siri :AD023/2022)

KEM-G00-34/4/

Pengecualian ini diberikan kepada:

Mama Pemahon : DR CHEW HUANG YIK
Hospital/lnstitusi : HOSPITAL KUALA LUMPUR
Mama Produk : Atazanavir 300mg Capsule
Kuantiti : 1110 capsule

Pengecualian ini tertakluk kepada syaral-syaral yang berikut ©

(1)

2)

=]

(]

(3

(8)

(7

18)

Pengimportan ini dikhaskan bagi kegunaan pemohon ke atas pesakil seperti dinyatakan dalam)
permohonan sahaja.

Pengimport perlu memohon kebenaran import DADAH BERBAHAYA kerana bahan ini dikawal di
bawah Akta Dadah Berbahaya 1952

Adalah menjadi tanggungjawab syarikat yang mengimport untuk memastikan produk tersebut tidak
melanggar mana-mana hak milik paten atau/'dan data exciusivity.

Tatacara yang berkaitan dengan pengimportan, panyimpanan serta pembekalan hendaklah dipatuhil
Segala rekod dan dokumen hendaklah disimpan bagi twjuan awdit.

Aduan produk dan kesan advers akibat dari penggunaan produk tidak berdaftar tersebut adalah
dibawah tanggungjawab pemohon sepenuhnya. Laporan aduan produk dan kesan advers hendaklah)
dikemukakan kepada Bahagian Regulatori Farmasi Negara (NPRA).

Dalam tempah 30 hari dari tarikh pengimportan, pemohon hendaklah;

a) memulangkan semula permit impert ini; dan

b) menghantar sesalinan borang import Kastam.
kapada Pengarah Kanan Perkhidmatan Farmasi, Kemenlerian Kesihatan Malaysia.
Pengecualian ini sah untuk pengimportan dalamtempoh sebelas (11) bulan dari tarikh ia dikeluarkar].
Walaubagaimanapun, permil import ini terbatal apabila produk yang berdaftar telah berada di
pasaran.
Dokumen ini merupakan hak kerajaan Malaysia. Kehilangan dokumen ini perlu dilaporkan

kepada pihak polis.
.

Tarikh: 26/07/2022 Pengarah Kanan Perkhidmatan Farmasi

Kementerian Kesihalan Malaysia

\[
|
w

10
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No. Ticket # Description Requests Solution
1. 210005780E Change of Applicant's Name on KPK PDF report To display the name of applicant in KPK The name of applicant is reflected in KPK
form for KPK application by batch. form for KPK application by batch.
We would like to request that the KPK application by batch to
show the actual applicant's name instead of the DIS pharmacist's
name. Refer attachment (example application: C0827/2021)
The reason is so that it reflects the actual name of the applicant

2. | 210006483E Request print function/ PDF copy for UKK Not recommended by | To add print function/ PDF copy for status | Print function/ PDF copy for status “Not
KPF “Not recommended by KPF” recommended by KPF has been added.
Request print function/ PDF copy for UKK not recommended by
KPF. Printed copy is needed for Pengarah Hospital to sign.

Printed/ PDF copy is needed to inform the relative department for
the status of the UKK even not recommended.

3. | 220009491E KPK form - UAT vs2.6 request To add asterisk symbol to sentence Asterisk (*) in front and end of sentence
Add * in front and end of sentence for 'Ini adalah cetakan for 'Ini adalah cetakan komputer.
komputer. Tandatangan tidak diperlukan' Tandatangan tidak diperlukan® has been

added.

4, 220009512E KPK form - UAT vs2.6 request Amendment on NPRA hyperlink NPRA hyperlink has been replaced with
Amend NPRA URL label to 'NPRA Product Search' wording “Rujuk NPRA Product Search”

5. | 220009513E KPK form - UAT vs2.6 request To display 'Pesakit-pesakit Institusi' if 'Pesakit-pesakit Institusi' is displayed in
Nama Pesakit' in KPK form to be displayed as 'Pesakit-pesakit Request By = Batch ‘Nama Pesakit’ if Request By = Batch
Institusi' if Request By = Batch

11
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Function
Flow

KPK Form in version 2.5

KPK Form in version 2.6

1. KPK
Form -
Request
By =
“Batch”

Order Management-> Special Approval Medicine

1) Login as Specialist role. Create a new Special Approval Medicine Request

application by ‘Batch’. Enter all required fields and click on “Confirm”
button.

SPECIAL APPROVAL MEDICINE

ool @ Spacial Approval Medicine | | | B @

Facity Reauest No vsusuza Senaia

Facibly Name Hosptal Seri Mankrg

Foguest Dato TRz RequsiCategay | Pesara Porsehutuan -
Fork

‘Adaemrnat 40mg Inectin

Approned seanon

3 I NoOther Mieniification +

speciatar
rrrrr .

Remres Recuesizd By

pr— e 1 Desranen

Rt ate Dscpine Pasdit escne)

| Request By Batch Patient |

2) Login as HOD role. Enter all required fields and click on “Recommend”
button.

Agpraned Ingeatin

Spacialst

Romanis [o—

Atachment. heachment: wew serachment i o

Request Date 240 @ "

Rscommandation by Head of Depariment

Remarks Recommendaton By
Desigration rbatan Pakar Penurding (Kehia |
e murz0z2 260 AN )

SPECIAL APPROVAL MEDICINE =

</ [ & Specio iene | X |

Order Management-> Special Approval Medicine

1) Login as Specialist role. Create a new Special Approval Medicine Request
application by ‘Batch’. Enter all required fields and click on “Confirm”
button.

(@ specalapprovaledione | # B @ x

Facliy Fequest o Sucos2022 FPF Registaion o Seial o
Faciy Name Hospial Sent Mangg 0 | JABATAN KESIHATAN NEGER) PERAK
request Date a0tz Patient RequestCategory | Furies by Faciny
stve Fersc w  Repet
Drug Neame. Werapami HCI 5mgi2mi Injeciion 2 N IMeww Recuest

Crast New Drug [Enter Actie

. entror (St
ingrestert Snength Desage Form)

5| IE NolOther Mantification &

P—

requre
Femares Requesiea &y Sperimm e
om— — — Desigraton Fegmun Penubatan Pasar
request Do a0z z Orscpine (Gerera ene

| Reguest By Batch Patient |

2) Login as HOD role. Enter all required fields and click on “Recommend”
button.

_

] (8 Spoel Aprove Mo ] | X

o [ravem

Apgeaved Indcatn

Special
e

— Aequesis By Spocimn kPR

p— tachmant er— | Gesgranan Pogaem Penmatan Faka

Roauess Dt 207z Gaapine Geneal Hodene

Remares. Recommendation By OB kP
Desgnaion Pegasm Perutstan Pohas Perunuteg Ketus J|
Date rurzn pmam 0

12
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Flow

KPK Form in version 2.5

KPK Form in version 2.6

3) Login as Pharmacist KPK role. Enter all required fields and click on “Send to
KPF” button.

SPECIAL APPROVAL MEDICINE
aspsmmupmnwsmm: B @ x

2| IC NolOther Identification

Patient Name

Altermative Treatment

Recommendation by Head of Depariment

Remarks

DR, SHEILA AR GOPAL KRISHMAN

Pagawa ParubatanPakarPeanding Kt J
Date 120772022 11,0825 Al
Pharmacist
rrrrrr ed
Remarks Reviewed By DINA NOVELLAAF LASER
Designason

Pegasai Farmasi UF41

Reviewsd Date 12072022

Spacialist
reuest
Remarks Requesied By
Attachment [machenne poew amachnene| W |
Asquest Data 12072022

3) Login as Pharmacist KPK role. Enter all required fields and click on “Send
to KPF” button.

SPECIAL APPROVAL MEDICINE

asm...muwm@ slm @ x

5| IC NolDther ldendfication

Requesizd By at
—— [m— [prr—— Desonsion
Request Date ) Gaceine |
Recommendason by Head of Degarimant
m
Remaks Recammeiat Fop KPR
Cesgnation
Date

12072022

4) Click “Special Approval Medicine” print button. (& Special Approval Medicine |

5) KPK form will be opened.

e Pharmacist’s name is displayed at “Nama Pemohon Jawatan (Pakar)”
and does not reflect the applicant’s name (specialist).
“Nama Pesakit” is remained empty when Request By = “Batch”

PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN KHAS
KETUA PENGARAH KESIHATAN MALAYSIA / PENGARAH KANAN PERKHIDMATAN FARMASI /
PENGARAH AMALAM & PERKEMBANGAN FARMASI

Hospital Hospital Seri Manjung No. Siri:
Nama Ubat Adalimumab 40mg Injection No. Pen. PPF:
Indikasi
Kos Ubat:
Kuantiti Ubat 50 box Sumber Pembiayaan:
Pesara Persekutuan
Nama Pesakit

lama Pemohon Jawatan

Pakar) DINA NOVELLA A/P LASER , Pegawai Farmasi UF41

4) Click “Special Approval Medicine” print button. (& special Approval Medicine |

5) KPK form will be opened.

e “Nama Pemohon Jawatan (Pakar)” reflect the applicant’s name
(specialist).

“« v B . “« B B H R
. Nama Pesakit” will display “Pesakit-pesakit Institusi” when Request
_u ”
By= “Batch”.
O PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN KHAS
I KETUA PENGARAH KESIHATAN MALAYSIA / PENGARAH KANAN PERKHIDMATAN FARMASI /
S AMALAM & ANGAN
Hospital Hospital Seri Manjung | No. Siri:
Nama Ubat Verapamil HCI 5mg/2ml Injection |No. Pen. PPF:
Indikasi
Kos Ubat:
Kuantiti Ubat 0 Sumber Pembiayaan:
Funded by Facility
Nama Pesakit Pesakit-pesakit Institusi
Nama Pemohon Jawatan i
(Pakar) Specialist KPK , Pegawai Perubatan Pakar
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mls PhIS & CPS Project - Quick Guide — Special Approval Medicine pharmaniaga
Fu;:ztvlvon KPK Form in version 2.5 KPK Form in version 2.6
2. KPK Order Management-> Special Approval Medicine Order Management-> Special Approval Medicine
;orm _t 1) Create a new Special Approval Medicine Request application by ‘Patient’. 1) Create a new Special Approval Medicine Request application by ‘Patient’.
eques
by ) [ mmarmmnueaaes) (17 (W] [0 [ e (@ v iesee ] (B (@ [ X
"Patient" | Facitly Recpest No IHsMs0302022 FPF Regisiration Mo Serial N Fa e ke Gl oo

[Hospital Sen Wanung "N JABATAN KESIHATAN NEGERI PERAK

130412022 T Request By Bacn - Patent Fequest Catgory .

Pecak New  Repean

Acaimamab 40mg inecion New Request

| Request By
2) Add 11 patient name under Patient List.

Batch Patient

Pavent

-

Hospial Kuala Lumpur K

Request Oate 130772022

Roquest Category | FesaraLan

State WP Kus

® DrugMame

e
[

Asziruma 40mg Irjecticn 51

I

Approved indication

| Request By
2) Add 11 patient name under Patient List.

Patient

: IC NorDther dentification +
510130105433

LXK KK K00

RO KX KX
XX 300K

TXNR0000C
LK KKK 00K

[1-5/11]

3) Patient name will be displayed at “Nama Pesakit” column however the rest
of the values will be cut off due to the fixed spacing.

PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN KHAS
KETUA PENGARAH KESIHATAN MALAYSIA / PENGARAH KANAN PERKHIDMATAN FARMASI /
PENGARAH AMALAM & PERKEMBANGAN FARMASI

Hospital Hospital Seri Manjung No. Siri:
Nama Ubat Adalimumab 40mg Injection No. Pen. PPF:
Indikasi

Kos Ubat:

Kuantiti Ubat

Nama Pesakit VOO XX XK, MK XXX X XK XK, AXXXXX XXX XXX,

Nama Pemohon Jawatan | s sHIH HANG , Pegawai Perubatan Pakar

(Pakar)

3) Patient list more than 10, “Nama Pesakit” will display “Rujuk Lampiran”
and all values will be display on a separate attachment.

PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN KHAS
KETUA PENGARAH KESIHATAN MALAYSIA /| PENGARAH KANAN PERKHIDMATAN FARMASI /
PENGARAH AMALAM & PERKEMBANGAN FARMASI

Hospital HOSPITAL KUALA LUMPUR No. Siri:

Nama Ubat Adalimumab 40mg Injection No. Pen. PPF:

Indikasi
Kos Ubat:

Kuantiti Ubat 0 Sumber Pembiayaan:
Pesara Lain

Nama Pesakit Rujuk Lampiran

Nama Pemohon Jawatan

(Pakar)
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mls PhIS & CPS Project - Quick Guide — Special Approval Medicine Qha rmaniaga

Function

Flow KPK Form in version 2.5 KPK Form in version 2.6

PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN KHAS

Hospital HOSPITAL KUALA LUMPUR |Nﬂ. Siri:
Nama Ubat Adalimumab 40mg Injection |Nn. Pen. PPF:
Indikasi
Kos Ubat:
Kuantiti Ubat 0 ‘Sumber Pembiayaan:
Pesara Lain
Nama Pesakit
IC & Other
No MRN Nama \dentification No | 2053@ & Frequency Duration
1 |HKLOO00009 LXOOC XXX XXX 750904065206 13 mg 7 days
2 |HKLO000008 LXOCKXX XXX 950815105049 3mg 7 days
3 |HKLO000014 DIOCOOOOKKK 140815102425 9mg 3 months.
4 |HKL000000S N 200K XXX 970107146665 5mg 7 days
§ |HKL0000O12 DX HHXXXXX XXX 16658995 8 vial 1 month
6 |HKL0000001 LXX XX XXXX 510130105493 3mg 7 days
7 |HKL0000026 NX XXKK-X 800121075419 2 per day 120 days
8 | HKL0000007 TIOOCX 141002141026 5mg 7 days
9 |HKL0O000016 VXX XXX XXXX 550920015210 3mg 7 days
10 [HKL0000002 BIOOOOK XX XHKXX 13 mg 7 days
11 |HKLO000015 SR XIX 4 10 pack 90 days
XOOCKHXXK

3. KPK Order Management-> Special Approval Medicine Order Management-> Special Approval Medicine

Form- ; .
; 1) Filter status = “Not Recommended By KPF”. 1) Filter status = “Not Recommended By KPF”.
Print
function = °
for ”NOt Facility Request No PPF Registration No. Facility Reguest No PPF Registration No
Recomme | [ — B = —_— = ~
nded by
KPF” Active Ingredient Request Date s Facilty RequestNo = PPF Registration No. = Request Type = s Sent1o HQ Status Ases Beracies e D L |ty vt Mo V| B LT Revistion Mol S ha D
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pharmaniaga

Function
Flow

KPK Form in version 2.5

KPK Form in version 2.6

2) Double click open record. User is unable to print KPK Form as there is no
print button is available.

SPECIAL APPROVAL MEDIGINE

Recarmend Wt Recomensred | X

Facilty Request No. HShs0za0z2

FPF Regisvasan Mo.

Senal Mo

Approved Cuantey

Appraved Cost

“Masimun size alowed = 218 per aitachment

‘Additional reference

== v e T -

prierian oAV B e o nsion
e (e

== = e e
S = ==

e

Request Quantity 10]°| box '@ Attachmentt Justification Regrt | Patient Monfiorng Attachment | |JustiicaticriRepart (1) gt [Eeyr—_— |
Packaging Descrpbon bow :j; Attachment 2 {Sciensc evdences] Attachment iew Atachiment m
Paciging Guariey 0" Miachment 3 {Cuotaton) [P— foew Aacmers] W @
Cost par Pack 5100 Attachament 4 (Others) Autachmant [Cenp—— ]
Total Cost 5060 Attachmen § {Others) Iunachment i durachenern,

2) Double click open record. “Special Approval Medicine” button is added to
the screen when status= “Not Recommended By KPF”. User can print KPK

Form.

" Pemotion betanggungiaseals seperuiinys lerhadsp penggunasn sl lidsk berdafiar dan offabel

Fasiay Request No HSM00ED2022 FPF Repistation No Sera o
Faciny Hame [Haspital Ser aniing ™ ABATAN KESIHATAN NEGERI PERAK
Request Date 20052022 [ Request By Bancn Request Categery SannpleCompassinate Progeam (Fof ¥ |
state ek Request Type New

Diig Name: Abacave 300mg Tab 2| Status, INot Recammendes by KPF

. st

Creaie New Dvug (Enter Actve Indicationreascn T reaiment for

ingrechent Srengih Dosage Form) J crug prouet re i Approved Ingeation )
Registration Status with Pihak Berkuasa Kawsian Dadsh'
Repsterea MAL Yes Mo Inicanon apprved by FESO Ve Ma
DM Drug Feemairy Yes % No rcication as sted in FUKKM Yes 4 Mo
Marufactirsd by pack o 156 v imported By 5

ecommens] ot sermend x

[p—— @] oo |7 (§)  Atachemart stcason eor | Pavent Hordoring amachmet | PE4Ta 58 e st @ @
Packaging Descretion (PKU} pack Atachment 2 (Scenic evdences) Aischent Viow stachnes]
Packaging Quanety (PRL) 2 Atachament 3 uctanon) ttachmant | PF41apl ew sastmere) @ (@)
Cost per Pack 1o Atachenent 4 (Oehers) htachment Wiew sachmere. I

Total Gost nu Aachment § (Omers) prs— View sttt W

| Approved Cuansty (KL 10 - “Maximuem sice alkowed = 28 per atachment

Appeoved Cost Adtitiora eference

100%

MEMPEROLEHI &

UBAT YANG KE|

LULUSAN
KHAS KETUA PENGARAH KESIHATAN MALAYSIA | PENGARAH KANAN PERKHIDMATAN FARMASI |
(GARAH AMALAN & PERKEMBANGAN FARMAS!

PERHATIAN: Permohanan yang tidak lengkan TIDAK akan diprases.

HSMOD50/2022
rkhidmatan Farmasi:

Haspital yang memehon:
Haspital Seri Manjung

5

Nama bt / keluaran dimohan (nama generik
| Abacavir 300mg Ta

Negert
Pesak

Status pendafiaran Phak Berkuasa Kawalan Dadah
(PBKD:

Jenis permohonan
Ba

hitp:inpra gov.m
producs-search himi)

Nama Pesait:

Kuarti dimahon (maksemum 12 bulan): 20 canon
Saiz Bungkusan: pack
Kos/Pek: RM11.00

Kos Sabenar:

Sumber Pembiayaan: Sample/Compassicnale Program

(Eor Fuly

INDIKASITUJUAN RAWATAN BAGI UBAT/KELUARAN YANG DIMOHON

tost

UBAT/KELUARAN ALTERNATIF SEDIA ADA DALAM FUKKM BAGI INDIKASI DIMGHON
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mls PhIS & CPS Project - Quick Guide — Special Approval Medicine larmaniaga
F -
u;:zt‘:von KPK Form in version 2.5 KPK Form in version 2.6
4. KPK 1) Currently, format of KPK Form: 1) In the new version, format of KPK Form:
Form — ink is di
e a) Inno 6, NPRA hyperlink is displayed. a) Inno 6, NPRA hyperlink is replaced to “Rujuk NPRA Product Search”.
& PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN
Changes M KHAS KETUA PENGARAH KESIHATAN MALAYSIA / PENGARAH KANAN PERKHIDMATAN FARMASI / PERMOHONAN MEMPEROLEHI & MENGGUNAKAN UBAT YANG MEMERLUKAN KELULUSAN

PENGARAH AMALAN & PERKEMBANGAN FARMASI

No. Siri
Fasiliti: HSM0132/2018
Prog. Perkhidmatan Farmasi: B1013/2018

PERHATIAN: Permohonan yang tidak lengkap TIDAK akan diproses.

1 |Hospital yang memohon: 5 |Nama ubat / keluaran dimohon (nama generik):
Hospital Seri Manjung Permethrin 5% 30 ml Topical Lotion
2 |Negeri: 6 |Status pendaftaran Pihak Berkuasa Kawalan Dadah
Perak PBKD:
ttp://npra.gov.my/index.php/en/consumers/information

3 |Jenis permohonan: = ch.html)

Baru

~

4 | Nama Pesakit: Kuantiti dimohon (maksimum 12 bulan): 100 bottle
Saiz Bungkusan: per bottle

Kos/Pek: RM40.20

Kos Sebenar:

Sumber Pembiayaan:

b) Under section |, there is NO footnote currently.

KHAS KETUA PENGARAH KESIHATAN MALAYSIA / PENGARAH KANAN PERKHIDMATAN FARMASI /
PENGARAH AMALAN & PERKEMBANGAN FARMASI

No. Siri
Fasiliti: HKL0461/2022
Prog. Perkhidmatan Farmasi: A0028/2022

PERHATIAN: Permohonan yang tidak lengkap TIDAK akan diproses.

1 |Hospital yang memohon: 5 | Nama ubat / keluaran dimohon (nama generik):
HOSPITAL KUALA LUMPUR Zoledronic Acid 5mg in 100ml Infusion Solution

i n Dadah
PBKD: Rujuk NPRA Product Search

Berdaftar MAL - 20071642ARZ
Indikasi seperti diluluskan oleh PBKD - Ya

2 |Negeri: 6
WP Kuala Lumpur

3 | Jenis permohonan:
Ulangan (No. Siri Kelulusan A0005/2020)

~

4 |Nama Pesakit:

1 | Nama: LXX XXX XXXX
No KP: 950815105049
No Pendaftaran: HKLO000008
Diagnosis: 23
Dosis: 23
Jangkamasa Rawatan: 2323
Ringkasan sejarah rawatan pesakit: 223

Kuantiti dimohon (maksimum 12 bulan): 222 capsule
Saiz Bungkusan: 33

Kos/Pek: RM44.00

Kos Sebenar: RM1,212.00

Sumber Pembiayaan: Funded by Facility

KEPUTUSAN KETUA PENGARAH KESIHATAN MALAYSIA (KPK) /
PENGARAH KANAN PERKHIDMATAN FARMASI (PKPF) / PENGARAH AMALAN & PERKEMBANGAN FARMASI

Sila maklum bahawa permohonan tuan/puan:

LULUS D TIDAK LULUS

Ulasan: Permohonan ini diluluskan
Peringatan:

1. Urusan perolehan bagi setiap permohonan yang telah diluluskan hendaklah mengikut tatacara perolehan tertakluk
kepada Arahan Perbendaharaan yang telah ditetapkan.

2. Peruntukan bagi proses perolehan hendaklah menggunakan peruntukan semasa yang telah diberikan dan bukan
sebagai alasan untuk memohon peruntukan tambahan.

Tandatangan, nama & cop:

Tarikh: 13/12/2018

b) Under section |, a footnote “*Ini adalah cetakan komputer,
tandatangan tidak diperlukan*” has been added.

KEPUTUSAN KETUA PENGARAH KESIHATAN MALAYSIA (KPK) /
PENGARAH KANAN PERKHIDMATAN FARMASI (PKPF) /| PENGARAH AMALAN & PERKEMBANGAN FARMASI

Sila maklum bahawa permohonan tuan/puan:

LULUS DTIDAK LULUS

Ulasan: 453453453345345345334534534533 Jawatan:
453453453345345345334534534533453453453345345 :

345334534534533453453453345345345334534534533 |

453453453345345345334 534534 533453453453345345 | | 2Tk 23/06/2022
345334534534533453453453345345345334534534533
45345345334534534533453453453345345 3453345345
34533453453453 5

Tandatangan, nama & cop:

Mama:HQ KPK

Staddasdadadasdondonanadond
| " Ini adalah cetakan komputer.tandatangan tidak diperiukan * |
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