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GLOSSARY

MA - Marketing Authorization

MHU - Medicines for Human Use

WHO - World Health Organization

DAM - Directorate for Drug Evaluation
SPC - Summary of Product Characteristics
PIL — Patient Information Leaflet

CPP - certificate of pharmaceutical product
MAH - Marketing Authorizations Holder
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INTRDUCTION

Objective

This manual intends to describe and/or clarify the rules relating to the submission of
applications for Certificate of a Pharmaceutical Product (WHO Model); Certificate of a
Pharmaceutical Product not authorized but with a Marketing Authorization (WHO Model);
Statement of Licensing status of Pharmaceutical product (WHO Model) and Statement of
licensing status of Pharmaceutical product not Authorized but with Marketing Authorization.

The fulfilment of the present rules is of major importance as the quality of the information in
the electronic application form depends mainly on the quality of the data initially inserted.

The technical requirements that must be followed for proper use of the program are:

v" The application is optimized for 1280x800 resolution;

v" The browsers that are possible are Internet Explorer 7 and higher (Internet Explorer
8, 9 and 10);

v" The browsers that are possible are Google Chrome and Mozilla Firefox;

v" The application was developed without taking into account the access via mobile
devices. Access via tablet or smartphone can be done, however, and were not
meant any tests, we can not guarantee full operability of the application SIOMS in
mobile devices.

v' The application session time is 20 minutes. After this time, and if session is not
renewed (ie, if the user does not browse pages of SIOMS) application loses Login
and prompts you to enter the access data again.

DEFINITIONS

Certificate of a Pharmaceutical Product — WHO Model (WHO certificate)

The certificate of pharmaceutical product (abbreviated: CPP or CoPP) is a certificate in the
format recommended by the World Health Organization (WHQO) and is issued for export or
registration in countries outside the European Community. This certificate describes the
characteristics of the medicinal product approved in the exporting country, includes
information about the applicant of the certificate and is according with the model
recommended by the World Health Organization and approved by “Deliberagdo n.®
2123/2001, de 28 de Outubro”.
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For each medicinal product (Trade Name / Pharmaceutical Form / Strength) is issued a
certificate stating the country to export.

These Certificates are issued to the marketing authorizations holders (MAH) for medicinal
products (with valid MA) or their representatives, manufacturers (without MA and with
manufacturing authorization valid) or wholesale distributor authorized by the MAH to
consult the information for the (s) medicinal product(s).

Declaration annexed to the Certificate of a Pharmaceutical Product, Who Model
related to a different name of the Pharmaceutical product

These declarations will be attached to CPP whenever required and inform that the
medicinal product to which the certificate refers has a different name in the importing
country, as stated by the applicant.

Statement of Licensing status of Pharmaceutical Product - WHO Model

This statement is intended for use by exporters to submit in international tenders. These
statements indicate that the medicinal products mentioned in it are allowed to be marketed
in the exporting country.

These Statements are issued to the MAH for medicinal products (with valid MA) or their
representatives and wholesale distributors.

Statement on Manufacture Authorisation to Pharmaceutical Product(s) without
Marketing Authorisation

These statements are issued for medicinal products without MA in Portugal, with a valid
marketing authorization. It refers that the medicinal products are approved for exportation
(as reported in Annex 8 of the manufacturing authorization).

These statements are issued to manufacturers of MHU without MA that hold a

manufacturing authorization.

ACCESS

The portal for submission of applications for certificates of a pharmaceutical product and
statement of licensing status of pharmaceutical product- who model is available on
Infarmed, IP website in http://sioms.infarmed.pt
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To request the documentation for exportation to foreign countries, the applicants must

register first to use the application.

Access to request depending on the type of entity

The types of entities that may have access to the application can be summarized as

follows:

Type of documentation

Applicant

Manufactures

For their own

Distributor
As authorized

. _ . by the MAH,
Certificate of a Pharmaceutical MAH MHU without donl
and on
Product — WHO Model For their MA but with _ y
_ possible for
own MHU manufacturing
o approved
authorization
medicinal
valid
products
Distributor
Declaration annexed to the As authorized
Certificate of a Pharmaceutical MAH by the MAH,
Product, Who Model related to a _ and only
. For their .
different name of the NA possible for
. own MHU
Pharmaceutical product approved
medicinal
products
Statement of Licensing status of MAH Distributor
Pharmaceutical Product — WHO _ For all medicinal
For their NA
Model products
own MHU
approved
Manufacturer
For their own
Statement on Manufacture
o _ MHU without
Authorisation to Pharmaceutical
_ , MA but with
Product(s)  without = marketing .
o NA manufacturing NA
authorisation

authorization

valid
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Access to requests depending on the type of entity

= MAH - Can request all types of documentation.

= Distributors - Can request Certificates and Statements, WHO Model, for approved
medicinal products. For each request of a Certificate of a Pharmaceutical Product—
WHO Model, it will be required to attach the "Declaration of Representative".

= Manufacturers - Can request Certificates WHO Model and Statements for MHU
without marketing authorisation.

= Representative - Can request Certificates and Statements, WHO Model, for
approved medicinal products. For each request of a Certificate of a Pharmaceutical
Product— WHO Model, it will be required to attach the "Declaration of
Representative".

Login access
To make a new request for access, the user must access the homepage of the portal and
click on the link "here" that is in the text "Click here to register the application”.

{p infarmed RS £ sortbant
e Certification of Medicines for Human Use -
MINISTERIO DA SAUDE
Help menu
Homepage » Login Page
B First Page Selected language: |Ei3 English [+

The export of medicinal product is one of the key activities to ensure business growth of the pharmaceutical industry at national level. During the export process, several documents that prove the quality,
effectiveness and safety of the medicinal product are requested. Thus, it is ensured that the company is exporting medicinal products already approved (through Marketing Authorisations or Manufacturing
Authorisations) and therefore validated by the origin country of the medicinal product. The documents requested are: Certificate of a medicinal product - WHO Format; Statement an the Marketing Authorisation
of Medicinal Products

=~ Login:
Username:

Password:
Recover Password
oK

* Click here to rezister in the spplication

In case of difficulties during the submittion request of an certificate / statement, you may contact INFARMED IP by e-mail certificado. medicamento®infarmed.pt.

Ipi g GOVERNO DE
g@mfa:rmed 7 PorRTUGAL

When you click this button, the application will forward the user to a new page:
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Help menu

Mew regist ration

Selected language: | Ei3 English  |v

4

New user registration

Type of entity  Select options s
TIM:
Full company name
Email
Email confirmation
Contact person
Duty of the contact persan

Telephone number of the contact
person

—#ddress:

address
Postal code
Country ‘ Portugal j
District ‘ j
County ‘ j
—Attaching files
#ll required documents should be attached:
Con Joilpdstedizonnavoes stey Escolherficheiro | Nenhum ficheiro selecionado Attach
Information @
Copy of the |dentification Document: Escolherficheiro [ Nenhum ficheiro selecionado Attach
Letter of autharizstion for " Egpglhatficheito | Nenhum ficheiro selecionado Attach
communication on behalf of the MAH:

1. Select the type of the entity.
2. Fill in all fields on the form and attach the following documents:

e Copy of updated Company Register Information

e Copy of the Identification Document (referring to the person indicated in the area
“Representative information”);

e Letter of authorization for communication on behalf of the MAH (it should clearly
state that the MAH, legally represented by person designated in the Company
Register Information, authorizes the person indicated as Representative to contact
with Infarmed in what concerns registration and assignment of user/password
details for access to SIOMS)

NOTES:

1) If representation of the MAH is being delegated, it should also be attached a “Copy of
the Identification Document/ Passport” of the person legally responsible for the
company (as referred in the Company Register Information) and who is signing the
Letter of authorization for communication on behalf of the MAH.

2) In what concerns the document “Letter of authorization for communication on behalf
of the MAH”, MAHs may delegate representation in another company, however a

person legally authorised for communication with Infarmed must always be identified in
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the area “Representative information”. In this case the proof of establishment (i.e. the
Company Register Information) of both the MAH and the company, as well the
corresponding letters for authorisation for communication on behalf of the MAH must be
attached.

3. If the system detects that the Taxpayer Identification Number (TIN) and / or e-mail
address already entered into the system, the applicant will be alerted to this situation by
displaying a warning "The TIN is not valid." and / or "The email address already exists in
the system." In such case, the applicant must send an email to
certificado.medicamento@infarmed.pt to request cancellation of the previous registration.

4. Select the Liability waiver.

5. Click in the "Create registration" button.

6. It will be appear the message "Your access request was successfully registered in the
application and awaits for approval. Thank you."

7. After validation of the data submitted by the Infarmed, the applicant will receive an e mail
with your access data.

8. You may recover the password, for that clicks in the "Recover Password "button and fill

with your e-mail registration. You'll receive an email with a new password.

NOTES:
1) If the e-mail address associated with the entity is no longer active, you should send an
email to certificado.medicamento@infarmed.pt to request to change to your new e-malil

address.
2) If it is necessary to attach more than one registration in each category, you will be
required to attach all registration into a single document for each category.

Change “Password”
In the box "My Account" select "Change Password". Enter the current password, the new
password and click Change. You will receive a confirmation email of the password change.
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dp infarmed SIOMS €9 samen:

A g i Certification of Medicines for Human Use

m Certificate of a Pharmaceutical Product Statem. of a Pharmaceutical Prod.

Homepage » My requests

MINISTERIO DA SAUDE

Help menu My account

Username: EDOOD000E oot jarazen  Lngour
n My requests Name: abcdsfz
Search
Request type: Selsct the typs : State: Select status : Goal: Select purpose : Submission date: l:lfmm |:|
Ph: itical
Medicinal product: |:| INM:  Select NN . a'mm”u‘:; Select the pharmaceutical form % Dosage: |:|

Search Clean

Export data

AL Creation Submission Conclusion Delivery
Type of Request Identification of Applicant Country Purpose roduct Status . .
i 2 App L g B date date date Date
Informat
Med: Castilium
Cortificats of a Medicinal product (WHO Format) - | S2°0% — Dei: Clabazam in 1207+ peslicest
(Marketing Autarizathion Holder; Manufacturs;
Authorised Human Wedicinal Products FF: Tablet fulfiment 2013
Distrinutor; Represantative Entity; ) i Delste

In case of difficulties during the submittion request of an certificate / statement, you may contact INFARMED IP by e-mail certificadn. medicamento@infarmed. ot

Ip i GOVERNO DE
u tl;lfa[' E.ne.g PORTUGAL

ePasn ssatel

SUBMISSION OF APPLICATIONS FOR CERTIFICATES OF A PHARMACEUTICAL
PRODUCT - WHO MODEL AND STATEMENTS OF PHARMACEUTICAL PRODUCTS

dp infarmed SIOMS €9 sommeRt

st k) Certification of Medicines for Human Use e
MINI RIO DA IDE
Help menu
Homepage > Login Page
B First Page Selected language: | SIZ Enplish v

The export of medicinal product i one of the key activities to ensure business growth of the pharmaceutical industry at national level. During the export process, several documents that prove the quality,
effectiveness and safety of the medicinal product are requested. Thus, it is ensured that the company is exporting medicinal products already approved (through sarketing Authorisations or Manufacturing

asuthorisations) and therefore validated by the origin country of the medicinal product. The docurments requested are: Certificate of a medicinal product - WHO Formaty Staterment on the sarketing Authorisation
of Medicinal Products

- Login:

Recover Password
oK

+ Click here to register in the spplication

In case of difficulties during the submittion request of an certificate / statement, you may contact INFARMED IP by e-mail certificado. medicamento@infarmed.pt.

Ipi GOVERNO DE
K,Ia,;ﬂeg PORTUGAL

Requests for a Certificate of a Pharmaceutical Product (WHO Model) - Authorised
Human Medicinal Products

1. Enter the main page of the application with your username and password.
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2. In the main menu, position the mouse in the "Certificate of a Pharmaceutical Product".
3. Select with the mouse the Sub-Menu "Certificate of a Pharmaceutical Product (WHO
Model) — Authorised Human Medicinal Products”.

. Y GOVERNODE
g') infarmed . SIQMS ? PORTUGAL
o e ey Certification of Medicines for Human Use _—

MINISTERIO DA SAUDE

My requests Certificate of a Pharmaceutical Product Statem. of a Pharmaceutical Prod. Help menu My account

Homepage » Certificate |RCUISCICEHERIL nodel] - Authorised [
B Certificate ¢

Username: EQQOODOD 16

5 oy Selected language: | SI3 English |~
ithorised Human Medicinal Products Name: abedefs

Certificate of a Pharmaceutical praduct (WHO madel) - Human
#edicinal Produsts with Manufacturing Authorisation

search

Hame of the medicinal

product. PT registration codes INK - Select NN

Pharmaceutical Form | Select the pharmaceutical form = Strength

In case of difficulties during the submittion request of an certificate / statement, you may contact INFARMED |P by e-mail certificado medicamento@infarmed.ot,

Ipi @ GOVERNO DE
@ infarmed £ S3RFIRAL

4. Perform a search by filling out the field(s) identified(s) and select 'Search'. Optionally,
you can click directly on the "Search" button that returns all medicinal products associated
with your entity.

5. In the table of the results, you have to choose the medicinal product through the "Select
medicinal product" button.

6. After selecting the medicinal product, click on the "Next" button.

9. Fill out the information requested on the application form, including: importing country; if
you want the statement of the name in the importing country; the purpose for which the
certificate is required; if you want the qualitative and quantitative composition of the
medicinal product and if you want the SPC and / or PIL.

10. Attach the "Proof of payment" by using the "Search" button (the document already
stored on your computer) and then press the button "Attach".

11. It should be identified how do you want to receive the documents issued by answer the
question "Do you wish the document to be sent by post?".

12. Save the information and view the message "Operation successfully completed”.

13. If you consider that all information is correct, click on the "Submit" button and view the
message "Operation successfully completed".

14. The status of the request changes from "In fulfiiment" to "Submitted".
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NOTES:

1) The request can be saved until submission to obtain all the information and
documentation necessary.

2) After submission of the request, it is impossible to make further changes to the
information previously loaded and each submission can only contain a reference to one

medicinal product.

Requests for a Certificate of a Pharmaceutical product (WHO Model) - Human
Medicinal Products with Manufacturing Authorisation

1. Enter the main page of the application with your username and password.
2. In the main menu position the mouse in the "Certificate of a Pharmaceutical Product".
3. Select with the mouse the Sub-Menu "Certificate of a Pharmaceutical product (WHO
Model) - Human Medicinal Products with Manufacturing Authorisation”.

"y GOVERNODE ||
SIOMS % PORTUGAL

MINISTERIO DA SAUDE

'u infarmed

& escanao Certification of Medicines for Human Use

e L

@ Produlos

My requests Certificate of a Pharmaceutical Product Statem. of a Pharmaceutical Prod Help menu My account

Homepaze » Certificate CErtificate of a Pharmaceutical product (IWHO model) - AUthorised ynfacturing Authorisation
Human Medicinal Products Username: EONOONOO16E

i : q Selected language: SIS English |
{uman Medicinal Products with Manufacturing Hame: abodefy

—Medicinal product information

MName of the medicinal
product

Pharmaceutical form:  Select the pharmaceutical form

NN Select INN

Strength

4. Fill out all the fields requested on the application form, including: medicinal product
information, medicinal product composition, production chain, packing information and
additional data.

5. The fields "medicinal product composition"; "production chain" and "packing information”
(which are mandatory) must be filled with complete information. You have to press "Enter"
button after completing each line.

6. In the field "production chain" you should include all manufactures: manufacturer of the
active substance; bulk manufacturer; immediate packaging and outer packaging.

7. In the field "packing information", the required fields are: Primary packaging; Package
sizes; Shelf life; Temperature and Storage conditions.
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8. Attach the "Proof of payment" by using the "Search" button (the document already stored
on your computer) and then press the button "Attach”.

9. It should be identified how do you want to receive the documents issued by answer the
question "Do you wish the document to be sent by post?".

10. Save the information and view the message "Operation successfully completed".

11. If you consider that all information is correct, click on the "Submit" button and view the
message "Operation successfully completed".

12. The status of the request changes from "In fulfilment" to "Submitted".

NOTES:

1) The selection range of years in the field “Date of the Manufacturing Authorisation” is 10
years, so for years prior to that are displayed, you should select the earliest year and
reopen this tab as many times as necessary until you see the desired year.

2) The request can be saved until submission to obtain all the information and
documentation necessary, however the required fields must be filled.

3) After submission of the request it is impossible to make further changes to the
information previously loaded and each submission can only contain a reference to one

medicinal product.

Requests for a Statement of Licensing Status of Pharmaceutical Product(s) (WHO
Model)

1. Enter the main page of the application with your username and password.

2. In the main menu position the mouse in the "Statem. of a Pharmaceutical Prod.".

3. Select with the mouse the Sub-Menu "Statement of Licensing Status of Pharmaceutical
Product(s)”.
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SIOMS @ GOVERNO DE

med . . L~ PORTUGAL
scncro Certification of Medicines for Human Use —_—

g', i..[‘far

@ Produlos o

MINISTERIO DA SAUDE

My requests Certificate of a Pharmaceutical Product Statem. of a Pharmaceutical Prod. Help menu My account

Statement of Licen tus of Pharmaceutical Product(s)

Homepage = Statement of Licensing Skatus of Pharmaceutical Product(s)

Skakement an Manufacturing Autharizstion to Pharmaceuticsl Product(s) Username: E000000018  ¢o\ooteq ianguage: |B1S English [+

D statement of Licensing Status of Pharmaceutic - : ik Name: abedefe
without Marketing Authorisation
|mporking country: | Select country:
Filing the PT registration  Charging by csv file Download the templats

codes:
Escolher ficheirg | Menhum ficheiro selecionado Load file data

Filing the PT registration codes jone per line)

;I ‘alidate PT registration codes

4. Fill out the name of the importing country.

5. For loading the PT registration codes may make it by manual loading or by data file
loading.

6. Manual loading

a) Filing one PT registration code per line.

b) After filing all PT registration codes press the button "Validate PT registration codes".

c) If there are any PT registration codes invalid, in order to proceed, you should correct it.

7. File data loading

a) First you must download the template, by using the "Download the template" and save it
on your computer with the extension ‘.csv' (do not change the file extension).
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) You must put in the first column of the template the PT registration codes of the
medicinal products for which you want the statement and save the document (do not
change the file extension).

c) Press the button "Search" and search in your computer the file in which you saved the
PT registration codes of the medicinal products.

d) Click in the button "Load file data" and in the table will appear all PT registration codes of
the medicinal products that were in the file.
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e) Press the button "Validate PT registration codes."

f) If there are any PT registration codes invalid, in order to proceed, you should correct it.

8. It should be identified how do you want to receive the documents issued by answer the
question "Do you wish the document to be sent by post?".

9. Attach the "Proof of payment" by using the "Search" button (the document already stored
on your computer) and then press the button "Attach".

10. Save the information and view the message "Operation successfully completed".

11. If you consider that all information is correct, click on the "Submit" button and view the
message "Operation successfully completed".

12. The status of the request changes from "In fulfilment" to "Submitted".

NOTES:

1) The request can be saved until submission to obtain all the information and
documentation necessary.

2) After submission of the request it is impossible to make further changes to the
information previously loaded.

Requests for a Statement on Manufacturing Authorisation to Pharmaceutical
Product(s) without Marketing Authorisation

1. Enter the main page of the application with your username and password.

2. In the main menu position the mouse in the "Statem. of a Pharmaceutical Prod.".

3. Select with the mouse the Sub-Menu "Statement on Manufacturing Authorisation to
Pharmaceutical Product(s) without Marketing Authorisation”.
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= 1 GOVERNO DE -
gljl farmed - SIOMS L~ PORTUGAL
Certification of Medicines for Human Use

MINISTERIO DA SAUDE

My requests Certificate of a Pharmaceutical Product Statem. of a Pharmaceutical Prod. Help menu My account

Homepage » Statement on Manufacturing Autharisation to Pharmaceutical Product Statement of Licensing Status of Pharmaceutical Praductis]

Username: ENOON00016

Selected langusge: | EiS English  ~
Mame: abcdefg,

B statement on Manufacturing Authorisatiol
Authorisation

Mame of the medicinal
product:

Pharmaceutical form: | Select the pharmaceutical farm
INM: | Select 1K
Strengtn:

Mumber of the Manufacturing
Authorization:

Date of the Manufacturing.
Authorization

Importing Country:  Select the Country

M holder:

Name:

Address:

4. Fill out all the fields requested on the application form.

5. Attach the "Proof of payment" by using the "Search" button (the document already stored
on your computer) and then press the button "Attach".

6. It should be identified how do you want to receive the documents issued by answer the
question "Do you wish the document to be sent by post?".

7. Save the information and view the message "Operation successfully completed".

8. If you consider that all information is correct, click on the "Submit" button and view the
message "Operation successfully completed".

9. The status of the request changes from "In fulfilment" to "Submitted".

NOTES:

1) The selection range of years in the field “Date of the Manufacturing Authorisation” is 10
years, so for years prior to that are screened, you should select the earliest year and
reopen this tab as many times as necessary until you see the desired year.

2) The request can be saved until submission to obtain all the information and
documentation necessary, however the required fields must be filled.

3) After submission of the request it is impossible to make further changes to the
information previously loaded.
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MY REQUESTS

1. Enter the main page of the application with your username and password.

2. In the main menu position the mouse in the "My Requests" and it will show all requests
of the entity.

3. For the applications in the status "In fulfilment” it is possible to delete or edit the request.

a) Delete the request:

- In the desired request (status ‘In fulfilment’) press the button "Delete".

- Answer OK to the question "Are you sure you want to proceed with the requested
operation?"

- View the message "Operation successfully completed" and on the screen of my requests
that that request is deleted from the list.

b) Edit the request:
- In the desired request (status ‘In fulfilment’) press the button "See Request".

- Edit the fields that you want.
- Save the information and view the message "Operation successfully completed".

CONCLUSION OF REQUEST

After Infarmed has validated all information contained in the application form, you will
receive an email informing that it is ready to be lifted and/or sent by post.

CORRECTION REQUEST

If you check that it is necessary to correct the documents that have been delivered, you can
request the correction.

1. Enter the main page of the application with your username and password.
2. In the main menu position the mouse in the "My Request".
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3. Select the medicinal product for which you want to correct the document and click on
"See Request".

4. Press in the button "Correction request”.

5. Identify very clearly the corrections that must be performed referring the section(s) that
need correction stating the information that should be included in it.

6. Save the information pressing the button “Save correction request” and after viewing the
warning message "Correction request successfully inserted” click "OK".

7. Click in the button "Close" to exit the window.

8. After Infarmed has validated the request for correction and issued a new document, you
will receive e-mail informing that it is ready to be lifted and/or sent by post.

NOTE: You can only apply for correction of documents in the status "Delivered".
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