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NEW APPLICATION FOR CERTIFICATE OF A |
PHARMACEUTICAL PRODUCT

Companies and its applicants must register with Client, Registration, and Identification Service (CRIS) with
valid CRIS user rights in order to be able to submit applications on behalf of the company via

apply@prism.

The applicant will also require a Corppass before he/she can login to PRISM to retrieve the application
form. A person who drafts an application on behalf of his/her company and is not a Singaporean Citizen,
Permanent Resident or Employment Pass holder can apply for a HSA PIN to login to PRISM. The
Corppass or HSA PIN is necessary for authentication and authorization purposes.

Note: The login process for Corppass will require verification of the user’s identity via Singpass first
before access to government digital services.

For more information on CRIS, please refer to

https://www.hsa.gov.sqg/e-services/cris

For more information on Corppass, please refer to

http://www.corppass.gov.sqg/

For more information on HSA PIN, please refer to

https://www.hsa.gov.sg/e-services/hsa-pin

1. The online form may take an average of 15 minutes to fill in.

The time taken varies depending on the number and sizes of the file attachments, configurations
of your computer and network, internet performance, etc. Please note that the time stated above
excludes time taken for preparatory work in relation to filling the online form (e.g. scanning
documents for file attachments).

2. Mode of payment

Please note that there will be no refund of any payment made in relation to applications
submitted through PRISM.

The modes of payment available are as follow:

e GIRO
e Non-GIRO: eNETS (Credit/Debit Card)

Payment by GIRO requires pre-registration. The GIRO application form is required to be
submitted by post to the HSA Finance Department. The correspondence address can be found
in the application form. The registration process will take around 3 to 4 weeks after the
submission of the application form.
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Application Form

Reqgistration Scheme

This section requires the applicant to select the relevant registration scheme based on the product
type.

PR1001 APPLICATION FOR CERTIFICATE OF A PHARMACEUTICAL PRODUCT

Fill in the application form

Guidelinge Help

LeJ
Registration Scheme 2. Applicant Particulars 4. Manufacturer Particulars 6. Confirmation Aftach Save

1. Company Particulars 3. Product Particulars 5.Supporting Attachments

LY
Spedal Symbol

Fields marked with an asterisk * are mandatory.

Please select from the following two options:* O Active Ingredient (API)

O Pharmaceutical Product

(1) If you are applying for a CPP for Registered/Non-registered Therapeutic Product or Medicated
Oil and Balm, select “Pharmaceutical Product” button.

(2) If you are applying for a CPP for Active Ingredient (API), select “Active Ingredient (API)”
button.

(3) Click ‘Next’ button to proceed to Part 1. Company Particulars section.

This section cannot be amended after you have submitted the application.

Part 1. Company Particulars

This section requires the applicant to verify and fill in any other relevant information relating to the
company.

Fields marked with an asterisk * are mandatory.

Please note that the billing address entered/amended will be updated to the central client database and will be used
as the billing address for any subsequent billing to the company. This will apply to all other licences /applications of the
company.

. Company Particulars
1.1 MName : =

1.2 Location Code :
1.3 Company Address
1.3.1 Address Type - *
1.3.2 Postal Code :© =

1.3.3 Block / House No :

1.3.4 Level — Unit # -
1.3.5 Street Name :
1.3.6 Building Name :
1.3.7 Country :
1.4 Tel : 1.5 Fax

Your Fax Mo. is necessary for
our future correspondence

1.6 Is Billing Address the same as the Company Address ? * Yes @ No

1.7 Billing Address
1.7.1 Address Type : *

1.7.2 Postal Code : =

1.7.3 Block / House No : 1.7.4 Level — Unit =
1.7.5 Street Name :

1.7.6 Building Name :

1.7.7 Country :

1.8 Unique Entity NO.(UEN) :
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(1) Company details such as Name, Address, Telephone and/or Fax will be pre-populated based
on the registered CRIS records.

If you need to makes changes to this information, please submit the changes via the “Amend
Company Information” module under the amend@prism on PRISM e-Service webpage.

(2) Indicate if the Billing Address is the same as the Company Address.

(3) Ifthe Billing Address is not the same as Company Address, please fill in the ‘Postal Code’ field
and click the ‘Retrieve Address’ button. The Block/House No, Street Name and Building
Name will be populated.

(4)  Fill in the ‘Level-Unit’ field and any additional detail relating to the company in the ‘Other
Address Details’ field. (If applicable)

(5) Click ‘Next button to proceed to Part 2. Applicant Particulars section.

Part 2. Applicant Particulars

This section requires the applicant to enter relevant information relating to the applicant particulars.

Fields marked with an asterisk * are mandataory.

2.1 Name: * {as in NRIC/FIN)

2.2 NRIC/FIN: * (Example: 51234567A, F12345674)

2.3 Designation: *

2.4 Contact Details

241 Tel: 2.4.2 Fax:
Z 4 3 Handphone: 2.4 4 Pager:
2.4.5 Email:

2.5 Preferences

2.5.1 Preferred Contact Mode: Email Eax SMS

{Please ensure that the relevant contact details above is entered for your preferred contact mode. Please note that
this preferred contact mode is the mode which you will receive the final notification of this application. During the
course of this application, you will receive our input requests (i.e. queries), if any, via email if you have indicated
your email address zbove, regardless of your selected preferred contact mode.)

(1) Applicant details such as name, NRIC / FIN, designation, Telephone/Fax/Handphone number
and e-mail address.

(2)  Select the type of Preferred Contact Mode.

(Note: Please ensure that the relevant contact details above are entered for your preferred
contact mode. Please note that the preferred contact mode is the mode which you will receive
the final naotification of this application.

During the course of this application, you will receive our Input Request (i.e. queries), if any, via
email if you have indicated your email address above, regardless of your selected preferred
contact mode.)

(3) Click ‘Next’ button to proceed to Part 3. Product Particulars section.
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Part 3. Product Particulars

This section requires the applicant to verify and enter any other relevant information relating to the
product particulars.

Fields marked with an asterisk * are mandatory.

3. Product Particulars |

3.1 Is the product licensed to be placed on Oyes ®No
the market in Singapore? : *

3.2 Product Licence Number :*

3.3 Name of the product

(in English) - =

3.4 Is this product actually on the market Yes @®No
in Singapore? : *

3.5 Name of the Importing Country : * [ ~)
3.6 Remarks

4
3.7 Dosage Form : * ~

3.8 Complete Composition Of the Product

3.8.1 Name of the Substance : *

3.8.2 Strength : *

R st ana e

Default printing of the Schedule includes both the active pharmaceutical ingredients and
excipients, unless otherwise stated under remarks in your application.

(1) Select ‘Yes’ or ‘N0’ as to whether the product is licensed in Singapore. For Active Ingredients
(API), please select “No”,

(2) If you select ‘Yes’, enter the Product Registration Number (must be registered under the same
company as the applicant) and click on Retrieve Details button. The following details will be
populated on the screen:
¢  Name of the product (in English)

e Dosage form
e  Complete composition of the product (the Add Substance and Strength button is disabled)
e Route of administration
(3) If you select ‘No’,
(1) Provide the name of product (in English) under section 3.3
(2) Selectthe dosage form of the product from the ‘drop down list’ under section 3.7
(3) Provide the complete composition of the product, using the ‘Add Substance and Strength’
button.

Add Substance(s)

(1) Fill in Name of the Substance and Strength.
(2) Click on the Add Substance and Strength button.
(3) Repeat steps (1) to (2) to add another substance in the product.

Remove Substance(s)
(1) Click on the checkbox adjacent to the substance(s) from the table.
(2) Click on the Remove button to delete the substance(s).
(4) Select ‘Yes’ or ‘No’ as to whether the product is on the market in Singapore. For Active
Ingredients (API), please select “No”,
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Select the importing country from the ‘Drop down” list of import countries.

Under the “Remarks” field you can provide information such as

(1) whether products would be marketed under different trade name in the importing country
(2) whether complete composition or active ingredients is required in the default schedule
(3) which manufacturing sites are required in the certificate

Click the Next button to go to Part 4. Manufacturer Particulars section.

Part 4. Manufacturer Particulars

This section allows the input of manufacturer particulars.

Fields marked with an asterisk * are mandatory.

4. Manufactrer Partculars

4.1 Is the manufacturer licenced 7 : Yes Mo

4.2 Manufacturer Licence Number |

TestMfc

TestMfcActive

Default printing on the certificate includes all sites related to bulk manufacturing, labelling
and packing activities for the product, unless otherwise stated under remarks in your

application.

(1) Based on the information provided Part 3 - Product Particulars, the manufacturer’s licence and
name will be automatically displayed if the product is registered to be placed on the market in
Singapore.

(2) For Non-Registered Therapeutic Product, Medicated oil and Balm and Active Ingredient (API),
select ‘Yes’ or ‘No’ as to whether the manufacturer is licensed.

(3) If the manufacturer is licensed, provide the Manufacturer Licence Number and click on
Retrieve Details button. The Manufacturer Name and the Manufacturer Address will be
populated on the screen.

(4) If the manufacturer is not licensed, provide the GMP Certificate Number and click ‘Retrieve
Details’ button. The information regarding the manufacturer will be retrieved and displayed.

(5) Click the Next button to go to Part 5. Supporting Attachments section.
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Part 5. Supporting Attachments

This section requires the applicant to attach the following supporting documents:

Listing of supporting For Registered For Non-Registered For Active

documents Therapeutic Therapeutic Product and | Ingredient (API)
Product Medicated Oil and Balm

Recent local sales invoice | If applicable If applicable NA

Scanned / digital NA Yes Yes

photograph of the product

sample

Label and printed NA Yes Yes

packaging materials of

product

Master Formula and NA Yes Yes

manufacturing procedure

of product

Package Insert and other If applicable NA NA

additional product details

(e.g. patient information

leaflet or composition)

Company’s declaration

letter for the above

The schedule (in Microsoft | If applicable Yes Yes

Word format)

Fields marked with an asterisk * are mandatory.
5_ Supporting Documents

To add an attachment, type in the path or hit the browse button. Then hit the Artach Files button to save the attachment to
the list below.
Please click here for guideline on document attachment.

pocuments
5.1 Recent local sales invoice : * Chaoose File | No file chosen

3.2 Other Supporting Documents © | Chaose File | No file chosen

Select All to delete all attachment records

ol N

test] .t Recent local sales invoice

To remove an attachment, click an the checkbox. Then hit the Remove button to remove the artachment from the list.

Previous Next[Reset|
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To Add Supporting Attachments:

1)
(2)
3)
(4)
()

(6)

Click on the Browse button to select the required file for attachment.
Select the required file.

Click on the Ok button.

Click on the Attach File button for the file to be attached to this application.
Fill up remarks with regards to the attachment if required.

Click ‘Next’ button to proceed to Part 6. Confirmation section.

To Remove Supporting Attachments:

(1)
(@)
3)

Click on the checkbox next to the attachment(s) from the List of Attachments Table.
To delete the attachment, click on the checkbox beside the attachment.
Click the ‘Remove’ button.

The file extensions, which are acceptable and supported for attachments, are:

o tif (Black & White)
e pdf (Adobe Acrobat files) doc (Microsoft Word files)

e xls (Microsoft Excel files) ppt (Microsoft PowerPoint files)
e avi (audio visual, if required) e mpeg (audio visual, if required)

ipg (graphics files)

(Note: If the file size is too big (estimate about 2MB and above), the attachment time may take a
longer time to upload.)

Part 6. Confirmation

This section shows the information provided in all sections of the Application Form for a Certificate of a
Pharmaceutical Product.

(1)

)

3)

The applicant is required to confirm that the information provided in all sections are correct and
click the ‘Validate’ button.

(Note: Applicant may click the ‘Save’ button to save a copy of the draft application if he/she
wishes to complete the application at a later time.)

Once validation is successful, the applicant is advised to read through the declaration carefully
before accepting to undertake the conditions.

Click the ‘Submit’ button to submit the application.

—

I, on behalf of my company, confirm that the information submitted in this application is true and accurate.

_Accept \_Decline

it e —
z_maanm_

Certificate of Pharmaceutical Product

The total payment for your application is SGD

The amount of 5GD will be deducted from your Giro Account.

previous [Vaiidate] submit] Reset
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Payment Advice

This section shows the application fee for the licence applied.

There are 2 modes of payment available:

. GIRO
. eNETS
ayment Adhnc e
1 MNew App N

The total payment for your apphcation i

The amount of ill be deducted from l.mu

pomeirae ]
1 Mew App: ]
The total paymens for your apphoatsan i

Payment Methad: * eMETE ) Credit ) Deba

Impartant Matice fer aNETS Dabil parment:
Pleise take Hot 10 Derh o thi pOp-up Blatlad ia vaus Brawier bElore praceiding 10 submit vour application

Sar bo view tha and Eacaipt

For GIRO, the amount payable will be deducted from the relevant bank account. This mode of payment
is a recurring deduction.

For eNETS, the payment choice is either Credit Card or Debit Card.
This is applicable for applicants with Non-GIRO Payment Method.

If the Credit option is selected, the page will be re-directed to the relevant screen for the applicant to
input the credit card details.

ot Secus
5 assadeoe
transaclion:

Securtty Cutteimes
l Marcasnt hare
Merchant Ratecance Cose
Customer Service NET S Rafarmnce Code

Amount
Impartant NOSCe Fiease note SIwn e Yansacton

Irflormation is $0e SSSBCA Javt N CARe yoU heed iz
radse arry Guery an this transsction

]mu " CVWCVVICID}

<1 | | iog 2ev>

] 1 have read, understood and accepted the following:

= The return & refund policy for the purchase of
refevant products / services.

= The collection, use, disclosure and sharing of this
information, which to the best of my knowledge
and belief is true and accurste and is for purposes
reasonably required to process my application
which are set oul in NETS' Data Protection
Policy.

Bas e OGN |
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If the Debit option is selected, the page will be re-directed to the relevant screen for the applicant to
select the bank first before being re-directed to input the debit card details. This mode of payment is a

one-time deduction only.

ceNETS

Predte 00 1Ot UBe YOur BASK of
Iwee whoe BT T

CLOSE your

O GNETS I8 4 Prooust of Network 1t DM chon: Tiasiers (SOgapon) S Lia

TRANSACTION
eNETS ™\
TIOH COMPLETE

Mescha! Reference Code
ETH161202113318480

NETS Relerancs Code

Dot & Tirvei

THANK Yo

o P
y . ~| NN '

debit from bank account

It you are using a POP-UP BLOCKER, please add the following Nist as your allowed sites

Otherwise, the relevant transaction pages from the banks cannot be displayed, and your
transaction request cannot be processed Click here for pop-up blocker FAQ

v eTany

Sadlpay dbs com (o DESPOSE Account holden)

pDanets Lod. com 3§ (for UCSE Account holdars)

Accours holdens)
hokders)

:
fis}
§
&
4

www pius com 39 (For Pius! account hoiders!
Lok o com 3§ (For S

—

)
2 Chanmred accocnt holkdess)

Marcract NaTe MaSE Soerce ALCOrTy
MarcAEst Naterence Coos =TT 000N
NETS Ratetence Code 30 37639
Mercnant Mostaame T | RS GOV 35
Amousl 3G

IMPLOLANT NSDLE. PIedes DOW SOWD T TANNACI0E
INASIMAtSN N TUE SeCTON JOM IN CINe YOU Need 10
TRINE 37y QUTY 6N BN FANKICTON

i AI i' ‘zsx: U

s [Paste seect 2 tase v

TAX INVOICE | RECEIFT

A oy
HEZA . Mok B ed & il
HEA PATRENT

Eerega Ma Eridin T g
Agenry
Aggdet whein
Fausll v

EF Bl Ma

Veat Fru®H) 8y

Totad 1)

Thut 16 4 Homgrbn-gromabed tedrgd Ko infeabore o rpared

If the payment was made via eNETS and was not completed successfully, the system will prevent
retrieval of the draft application and the applicant will need to contact HSA HelpDesk for assistance.
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CNETSS  ransncrion [ leading innovative aunorty protecting and advancing naonal beath and safety

NOTICE

CROO1E AUTHORIZATION AND AUTHENTICA RON MOCULE > CANCEL PAYMENT

YORT JAPTHNT 10t Dot {00 sl I0ACrTaly Peasd 1o 0 our Ap0RG SO0 D3AN 1) MRS D [@yTeat

Merchant Reference Code
CIB1201 182113838

Tobe the leading innovative autonty protecting and advancing ratcnal health and safety

CRO016 AUTHORZATION AND AUTHENTICATION MODULE > FALURE PAYMENT

Paymen! ladute Prease te @l poor IHPEC000 580 %) Maie e Juyment

aliowed Please contact your
SOMIce provider and quote
response code

(#1001 _-1202)

To submit the completed application, click the ‘Submit’ button. Applicant will be prompt to confirm the
submission. The application will then be submitted to HSA for the relevant personnel’s processing.

Acknowledgement

This section acknowledges that the application has been submitted to HSA for processing. An
application number will be generated for the successful application submitted.

Applicants may wish to print a copy of this acknowledgement page or take note of the Application
Number for ease of reference. Applicants may provide the application number if they wish to
communicate with HSA.

—

Your application have been successfully submitted

Please note that your licence applied is

Please note that your application numb

Client Code
Licensee
Mame
Amount

Note: The show Printer Friendly version allows applicant to print or view the application.

Input Request

Input Requests arise when the reviewing HSA officer requires further clarification from the applicant
regarding the application. This section illustrates how applicants can respond to the Input Request.

A notification will be sent to the applicant to inform the applicant to log in to track@prism to make the
necessary changes.

Input requests can be classified as Primary or Secondary.

e Primary Input Request requires changes to be made directly on the application form.

e Secondary Input Reguest requires applicant’s explanation to certain matters pertaining to the
application form submitted.
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Responding to Primary Input Request

Visa

(1) Intrack@prism enter the Application Number to retrieve the application that requires clarification.

PZ0951 TRACK@PRISM

important Notes

For HSA CRIS registered companies, user has 10 be authorised with the appropriate access rights via CRIS management module

t0 access the required aservices

General Search

Enter Transaction No or Application/Submission No for fast and exact matched look-up

Apphcation/ Submission Type * [New Aapicam‘swmuo;\iﬁﬂ:’_}
Licence Permit Centificate Listing 'Notification Registration|
Type * | Certificate of Pharmaceutical Product

Enquiry Type * I npm Request V]
[

Transacuion No

Application Submission

No

Licance Perma Centificate Listing Notification Registration”
No

(16006700 |

Product Name
=R gl
|3 ve | |3

Submission Date (dd/ mm  yyyy)

l
[
1
l

Last Update Date (dd mm yyyy)

(2) Click on the ‘HSA Input Request’ to view if any reply is required from the applicant. Click the
‘Submit’ button and an alert message will pop up to prompt you to make the necessary changes

in the application form.

S /NojA Ilcal:lon ransacuon Application/Submission |Date pdatedHSA Input
Status Required Date Request

16006700 T1601220K Input Request 22/06/2016 14/06/2016 Click here for

Primary IR
(15/06/2016)

Please do not access the record using the new window wia night mouse click.

1 Matching Record|s)

& Input Request List - Internet Explorer —&- .
B e |

@ httpsififwnnw-uat.hsa.gov.sg/prism/common/InputRegActList/list.do?actior| Message from webpage

Page 1 OFf 1[First] | [Previous] | [Mext) | [Lasi

INPUT REQUEST LIST (PRIMARY) L
Application  : 1600670D i
No —

Please reply with comments for each item in the action list if necessary.
Please alse update /| amend the relevant section and resubmit your appl]

application no. on track@prism

4. Please click on the application number to make the necessary changes
in the application form

1 Records

e

R T YT [ Ty T P
1. for manual 22/06/2016

(3) Click on the ‘Application No.’ to open the application.
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S/NojA Ilcal]on ransacuon Application /Submission |Date pdatedHSA Input
Status Required Date Request

16006700 TI1601220K MNA Input Request 22/06/2016 14/06/2016 Click here for
Primary IR
(15/06/2016)

Please do not access the record using the new window via night mouse click.
Fage 1 OF 1 [First] | [Previous] | [Mex] | [Les

1 Matching Record|s)
(4)  The webpage will display the application form as per previously submitted.

(5) Proceed to make the necessary changes for the section(s) that require clarification and submit
the revised application form.

Responding to Secondary Input Request

(1) In track@prism enter the Application Number to retrieve the application that requires
clarification.

PZ0951 TRACK@PRISM

important Notes
For HSA CRIS registered companies, user has 1o be authorised with the appropriate access rights via CRIS management module
10 access the required aservices

General Search

Enter Transaction No or Application/Submission No for fast and exact matched look-up

Apphcation Submission Type * INe; Aapb:ahon:‘Suelmuon V_}
Licence Permat Cantificate Listing 'Notification Registration|

Type * |
Enquiry Type * I input Request

Certificate of Pharmacautical Product

vl

Transacvon No 1

Application’ Submission I‘G’JOGTCC I
No

Licence Perma Cenificate Listing ‘Netification Registration
No

|8 [ B
|08 v | s

Submission Date (dd/ mm  yyyy)

I
Product Name I
1
l

Last Update Date (dd mm yyyy)

(2) Clickonthe ‘HSA Input Request’ to view the comments left by the HSA officer and the necessary
action to be taken with regards to the application.

Appllcm:lu o Llcenr.e,'lh:glstl'im pplication f Submissio HSA Input
tatus Ileqmred Request
Dal:e

1600733] TI16015374K Input Request 11/07/201604/07 /2016 Click here for
Secondary IR
{04/07/2018)

Please do not access the record using the new window via right mouse click.

1 Matehing Recond{s) Page 1 OF 1 [Firsf] | [Previous] | [Next] | [Last]
Note:

Application resubmission is required for Primary IR but not for Secondary 1R.

For Secondary IR, please response with your comments accordingly or else it will not be considered as submitted.
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(3) Fill in any response in the text box for response to Secondary Input Request and click the
‘Submit’ button.

| = Input Request List - Internet Explarer — |M _l

INFUT REQUEST LIST (SECONDARY)

Application - 16007710
No

Please reply with comments for each item in the action list and submit this secondary input request.

Please note that resubmission of the application is not required. ‘

1 Records
N oor  [oueba Jappicants Respome ey

1. For Secondary Screenshot 15/07/2016

[ ome ] conct

Other Useful Information

1. You may check on the status of your application upon submission at track@prism.

2. For enquiries related to CPP applications, please contact the Audit and Licensing Division at Tel:
6866 1111 or email to hsa_certification@hsa.gov.sg .

3. For IT issues encountered during the application submission, kindly contact the HSA Helpdesk
at Tel: 6776 0168 (from 7:00 am to midnight daily) or email to helpdesk@hsahelp.gov.sg.
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