Reporting of the launch,
interruption, renewal or cessation of
the placing on the market of a
medicinal product

Instructions for Using the Application



1. On the website SUKL Accesses, select “Delivery reports.”
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2. Among the reports, choose ”Market report - Launch, interruption, renewal, or cessation of the placing on
the market of a medicinal product. ”
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3. Access to the application is possible via Citizen identity with a certificate, via certificate only, or via a third
backup option.

S Market report EN &

Login to the application

Reporting of the launch, interruption, renewal or cessation of the placing on the market of a medicinal product

What do you want to use to log in?

Login with Citizen Indentity and certificate >

Login with certificate >

Login with Citizen Indentity

Backup login option. This option requires approval of the application, or
possibly submission of a power of attorney, before sending the first
notification.

Please send technical questions and comments here. MR-APP 0.0.1



Submission of a new report



4. To submit a new report regarding launch, interruption, renewal, or cessation of marketing, click the “New
report” button.

SUKL OVNL corp. (00150404791)

S Market report

Marketing Authorization holder

& Listof reports New rq:ort°

Y More search parameters # My medicinal products Search

List of reports




5. Mandatory fields are marked with an asterisk. The explanation indicates whether the information is
intended for publication or only for SUKL’s internal use.

SUKL OVNL corp. (00150404791)
Marketing Authorization holder

& Listof reports / Report detail % Save as draft “

Report type * Effective date of change *

S Market report

N u Information for SUKL, not published a3

Additional information on the report o

Medicinal product

List of medicinal products A

First name * Last name *



6. Select the type of report and the date from which the change in marketing will take effect.

Market report SUKL OVNL corp. (00150404791)

Marketing Authorization holder

& Listof reports / Report detail ¥ Save as draft “

Report type * Effective date of change *

Interruption - 03.12.2025 |
Reason category * ® Dpateof expected renewal *

Manufacturing reasons - 29.01.2026 0
Reason for interruption * o

Unplanned shutdown of the packaging line at the XXX manufacturing site due to addressing the increased risk of cavity occurrence in blisters.

™

Additional information on the report o

Distributors currently have sufficient stock of the identical medicinal product in the 30-tablet pack size, SUKL code 0123456, totaling 2,516 packs as of today. According to gur

AP WA WP A AP AT




7. Inthe “Medicinal product” section, add the medicinal product concerned. The autocomplete feature
distinguishes between products that can be reported under the current login (“My medicinal product”) and
those that cannot (“Not my medicinal product”).

5 Market report SUKL OVNL corp. (00150404791) EN ®

Marketing Authorizatiol  ulder

& Listof reports / Report detail * Saveas draft “

Reason category * o
Manufacturing reasons -
Reason for cessation * o

Unplanned shutdown of the packaging line at the XXX manufacturing site due to addressing the increased risk of caWty occurrence in blisters.

AP W WV WA AR AT AP PP TP AN I SN S S

N

Distributors currently have sufficient stock of the identical medicinal product in the 30-tablet pack size, SUKL code 0123456,Wtaling 2,516 packs as of today. According to our

Medicinal product

ad|
ADVIL RAPID 400MG CPS MOL 20 Il (0249227)
ADONEP OROTAB 10MG POR TBL DIS 10 I (0170787)
ADDNOK 2MG SLG TBL NOB 28 (0152097) I

ADDNOK 8MG SLG TBL NOB 28 (0243448)

The application allows reporting only for products of the holder identified by the workplace code shown in the
application header.



8. From the main page of the application, you can download a list of all your products in XLS format using the
“My medicinal products” button.

SUKL OVNL corp. (0u. S0404791)

Market report : S :
- Marketing Authorization ri. Her

& Listof reports
Y ' More search parameters ¥ Nly medicinal products Search
List of reports
Type of Status  Date of sending SUKL Date of Estimated Plan Changed
notification code validity renewal status
. 23.7.2025 PARALGIL FORTE . .
Interruption ED s 0182029 o Bl NOB 9 23.7.2025 31.7.2025 [ New | B /s ©
i - OLTAR 1 MG 31.3.2025 ; -
Interruption EID 283202595414 0057732 o '(on'siovive 30.6.2025 31.7.2025 e 9 7 ©
Interruption [ sem | fg;?ﬁ?f 0212753 gﬁg@gfﬁg?f;co 20.3.2025 27.3.2025 s ©
e DESPRA 15 MG POTAHOVANE
Interruption [ Sent [epdpgignen 0172213  TABLETY 20.3.2025 27.3.2025 /s ©
Bas TBL FLM 56X15MG Il
. 26.3.2025 DEXAMETHASONE KRKA .
Interruption [ Sert ey 0136746 ( <\1o T8 NOB 90XT 27.3.2025 28.3.2025 s ©
Interruption [ sem | 33225335 0216908 ESE&"&E;ZTF"L'TSDEAD gﬂ"; 35 26.3.2025 27.3.2025 ’ s/ ©




9. After adding, the medicinal products appear in the list, including data from the last report. The application
does not allow sending two reports of the same type consecutively or logically inconsistent reports.

For example, after an interruption,

itis not possible to send a launch
report, only a renewal or final
cessation. Similarly, itis not
possible to send a report for a
product that already has a future-
dated report. Such reports can be
edited or canceled from the List
of reports. In the case of
interruption, it is mandatory to
state the stock level within the
sphere of influence of the
marketing authorization holder.

Report type* Effective date of change*
Interruption - 26.11.2025 (|
Reasen category * ® Dpateof expected renewal *
Manufacturing reasons v 17.03.2026 (m
Reason for interruption * e
Unplanned shutdown of the packaging line at the Xxx manufacturing site due to addressing the increased risk of cavity gceurence in blisters.
s
0

Additional information on the report

Distributors currently have sufficient stock of the identical medicinal product in the 30-tablet pack size, SUKL code 0123456, totaling 2,516 packs as of today. According to gur
estimates, this quantity will cover the shortage in supplies of the 90-tablet pack.

Medicinal product

List of medicinal products

Covered by health ins Validity of the last re

FOSINOPRIL ACTAVIS 20 MG . -
0150162 TEL NOB 30X20MG x Cessation 1.10.2009 ]

FOSINOPRIL ACTAVIS 20 MG .
0150156 TEL NOB 250X20MG X Interruption 23.7.2024 ]

Invalid notification type, check that the notification type correctly matches the notification type of the last report sent.

_ I Incorrect SUKL codes: 0150162, 0150156



10. For the report type “Interruption without publication,” it is also mandatory to state the stock level within
the sphere of influence of the holder, broken down by individual distributors. A distributor within the influence
is only a distributor whose distribution can be affected by the marketing authorization holder.

SUKL OVNL corp. (00150404791)

—
'®, Market report Marketing Authorization holder

Stock levels at distributors

Distributor warehouse Stock level L

00000910216, Test subjekt (ICO: 61681202), Rubedka 215/1... 56000

B Remove distributor and status

Distributor warehouse Stock level L

00000910216, Test subjekt (ICO: 61681202), Rubeska 215/1... 54550
B Remove distributor and status

+ Add another distributor and status




11. The “Contact” section displays contact details based on the last entered data. If necessary, they can be
overwritten with new data.

SUKL OVNL corp. (00150404791)

e, | Market report
) arket repol Marketing Authorization holder

& Listof reports / Report detail * Saveas draft “

Medicinal product

List of medicinal products A

SUKL code Covered by health insurance Last report Validity of the last report

FYZIOLOGICKY ROZTOK VIAFLO ) —
0098869 0,9% INF SOL 35X150ML X Cessation 31.7.2025 [ ]
0092074 CATAPRESAN X Not existing None [ ]

INJ SOL 5XTMLX0,15MG/ML

I ——

First name * Last name*
Jana Novakov
Telephone * Email *

+421123456789 jana.novakova@email.cz



12. A correctly filled report can be saved as a draft or sent immediately.

SUKL OVNL corp. (00150404791)

e, | Market report
) arket repol Marketing Authorization holder

¥ Save as draft

&

List of reports / Report detail

Medicinal product

List of medicinal products A

SUKL code Covered by health insurance Last report Validity of the last report
FYZIOLOGICKY ROZTOK VIAFLO . —
0098869 0,9% INF SOL 35X150ML X Cessation 31.7.2025 []
CATAPRESAN - o
0092074 INJ SOL 5X1MLX0,15MG/ML X Not existing None []
First name * Last name *
Jana Novakov
Telephone * Email *

+421123456789 jana.novakova@email.cz



13. You will receive email notifications according to your settings at the email address entered in the
“Contact” section under the bell icon located on the main screen.

SUKL OVNL corp. (00150404791)
Marketing Authorization holder

S Market report

Email notification settings

Confirmation of sending the report  + Expiration of estimated renewal date  +* Request to complete a shortage mitigation plan

Report update




List of Reports



14. By default, only your currently valid running interruptions are displayed in the report list. The dropdown
menu on the right allows filtering by report types or displaying all submitted reports.

SUKL OVNL corp. (00150404791)
Marketing Authorization holder

"s, | Marketreport

All types

Y | More search parameters

Running interruption

List of reports Launch I

Type of notificatig Status  Date of sending Sg{ﬁ‘ Date of validity ~ Estimated renewal ~ Planstatus  Cl  |nterruption
Renewal ) 20205233235 0170787 G00NS OFOTS 27.11.2025 Renewal
) 2202025232030 0249227 HOVLFAPD 10.12.2025 Cessation
T 22920251:3817 0092074 ﬁﬁ@gﬁiﬁﬁm SMG/ML 2.9.2025 Interruption without publication
Launch EZ) 2290202513817 0098869 %fi?hg%'gfg&ﬂgﬂtwﬂo 2.9.2025 s/  ©
Interruption I 2372025143125 0182029 ' ARALGIL FORTE 23.7.2025 31.7.2025 [ New | 5 / ©

1000MG TBL NOB 9

The filter also allows searching by product name or SUKL code.



15. After displaying more search parameters, additional details can be used for filtering, e.g., showing draft
reports that have not yet been sent.

SUKL OVNL corp. (00150404791)

Market report ) A
P Marketing Authorization holder

0218649 Type of notification - all types

Reports submitted Launch, interruption, renewal or cessation of the marketing of medicinal product

Date from

. Uncancelled reports only O All reports . Report with a plan Notification status - all statuses

Y  Less search parameters ¥ My medicinal products

Type of notification Status Date of sending SgcTeL Date of validity Estimated renewal Plan status Changed

Interruption m 0218649 ggg;??ﬁﬁ:ﬂgo | 7.1.2026 9.4.2026 Vd (%]
Launch [ Sent 2202025234218 0218649 gor APRDCMIS 2392025 s/ ©
Interruption 622025133237 0218649 oon T EENVANTS 622025 7.2.2025 [ New 6.2.2025 13:33:09 B 9 e
Launch 6.2.202513:31:55 0218649 ggg&??ﬁﬁ:ﬂgo | 522025 o e
Interruption 1.10.2024 10:48:33 0218649 ggg&??ﬁﬁ;ﬂgo | 1102024 2.10.2024 [ Sent | B 9 e

Number of records 100 - 1-9/9



Editing and Canceling Reports



16. Only the last valid report for a specific product variant identified by the SUKL code can be edited or

canceled. Previous reports can only be viewed in detail (eye icon).

5 Market report

& List of reports

List of reports

Type of notification Status

Interruption

Launch [ Sent |
Interruption
Launch Cancelled
Interruption Cancelled

If the report was edited, you can view the edit history (clock icon).

Date of sending

22.9.2025 23:42:18

6.2.2025 13:32:37

6.2.202513:31:55

1.10.2024 10:48:33

SUKL

code

0218649

0218649

0218649

0218649

0218649

SUKL OVNL corp. (00150404791)

Marketing Authorization holder

QUETIAPIN XANTIS
300MG TBL FLM 500 |

QUETIAPIN XANTIS
300MG TBL FLM 5001

QUETIAPIN XANTIS
300MG TBL FLM 5001

QUETIAPIN XANTIS
300MG TBL FLM 500 |

QUETIAPIN XANTIS
300MG TBL FLM 5001

Date of validity

7.1.2026

23.9.2025

6.2.2025

5.2.2025

1.10.2024

Estimated renewal

9.4.2026

7.2.2025

2.10.2024

Plan status

Changed

6.2.2025 13:33:09

mber of records

100 «

a

EN &



17. Editing is mainly used when the expected date of renewal needs to be changed or the future interruption
date updated.

SUKL OVNL corp. (00150404791)
Marketing Authorization holder

5 Market report

& List of reports / Report detail

Report type * Effective date of change

Interruption 12.10.2025 0
Reason category * ® Dpateof expectad renewal

Manufacturing reasons - 31.10.2025 m
Reason for interruption * L)

Unplanned shutdown of the packaging line at the XXX manufacturing site due to addressing the increased risk of cavity occurence in blisters)

i

Additional information on the report L)

Due to higher sales, the outage will occur earlier; however, the downtime of the packaging line has been successfully shortened, so the restoration will also happen sooner. At the
distributor level, stock of both package sizes is still available.

SUKL code Covered by health insurance Last report Validity of the last report Stock leve °

CILOZEK .
0224973 S0MG TBL NOE 56 = Mot existing None 12




18. When canceling a report (cross icon), the reason for invalidating the report is required. This reason is not
public and is intended only for SUKL.

List of reports

Type of notification Status Date of sending 23{:{;‘ Date of validity Estimated renewal Plan status Changed
Interruption 0218649 QUETIAPIN XANTIS 7.1.2026 9.4.2026 rd (%]

300MG TBL FLM 5001

Notification

Really invalidate the report 88c6f4fb-54f9-421a-896f-07ca797ffe35?

Only use a report invalidation in cases of an incorrectly submitted report (e.g., a report for an incorrect SUCL code) or if a reported interruption with a
future effective date does not ultimately occur. Submit a renewal report instead of invalidating the report of an ongoing interruption.

Reason for invalidation *

“It was possible to secure an earlier resumption of supplies before the announced shortage date, and therefore the shortage will not occur

AT

after all.”

£

Important: If the medicinal product becomes available again after a shortage, do not cancel the interruption
report, but submit a new report of renewal.



Shortage Mitigation Plan



19. If the holder is required to supplement the Interruption report for a product marked “limited availability,” a
report email will be sent requiring completion of the Shortage Mitigation Plan.

SUKL OVNL corp. (00150404791)

Drzitel registrace

You have an unsent renewal plan X

A o Y

'®,  Market report

Reports submitted Launch, interruption, renewal or cessation of the marketing of medicinal product

O Uncancelled reports only . All reports Report with a plan _

Y Less search parameters ¥ My medicinal products Search

List of reports
Type of notification Status Date of sending Sg;el‘ Date of validity Estimated renewal Plan status Changed

" . PARALGIL FORTE . .
Interruption D 2372025143125 0182020 Lo NOB 23.7.2025 31.7.2025 [ New | B / o
Interruption D 157.202514:27:03 0182020 ARALGIL FORTE 15.7.2025 29.8.2025 [ sent | B ®

1000MG TBL NOB 9 \

Number of records 10 « 1-2/2

All requests for completing the Shortage Mitigation Plan can be viewed in the List of reports by checking the
“Report with a plan” option. In the “Plan Status” column, statuses such as New, Draft, and Sent are available.
The plan details are shown by clicking the icon.



20. In a new or draft plan, you can copy data from another draft or saved plan using the “Copying an existing
plan” function. After editing, don’t forget to save or send the plan.

€& Listof reports / Shortage mitigation plan D) copying an existing plan ¥ Save as draft

Shortage mitigation plan

Report — Interruption — 23.07.2025 See more v
SUKL code Name Supplement of the name Covered by health insurance
0182029 PARALGIL FORTE 1000MG TBL NCB 9 Describe in detail the reason for the interruption in supply,

- for manufacturing reasons, specify in more detail, e.g.

which manufacturing sites are affected, whether it is

production capacity, shortage of the medicinal substance,

shortage of excipients, shortage of packaging materials, .
Pa

General information on interruption/cessation of marketing

shortage of production staff, quality defect, etc.

- for marketing/commercial/registration reasons, please
specify e.g. whether it is a transfer of the marketing
Medicinal product classified as a life-saving drug Yes @ No authorisation holder, whether there was insufficient demand
for the medicinal product, whether there is a transfer to a
different SUKL code or the reason is a low
price/reimbursement, etc.

Detailed description of the cause of the interruption marketing * @

The interruption of marketing activities was primarily caused by unforeseen production delays and supply chain constraints.

A et

During the final stages of preparation, additional quality assurance measures were required to ensure compliance with regulatory standards, which extended the timeline.

AR [

Furthermore, higher than anticipated demand forecasts necessitated adjustments in stock planning to secure sufficient product availability at launch. As a result, marketing activities

P AP

had to be temporarily suspended until these issues were resolved, in grder to ensure a consistent and reliable supply to the marketJ

AR WARAAS NAARAAS A

Delivery plan*

EU/EEA country where medicinal product is o -
registered
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