Reporting of Distributed Human
Medicinal Products
REG13

Basic Introduction to Reporting



1. On the website pristupy.sukl.cz, select ,,Delivery reports".
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2. Among the reports, select ,,REG13".

fe, Accesses

,/;.\\ Delivery reports of distributed human medicinal products

Market report

Launch, interruption, renewal, or cessation of the placing on the market

DIS13 v8 fi
v8 form of a medicinal product

« Frequently asked questions and answers = Frequently asked questions and answers « Graphical instructions for Market report
« Graphical instructions for DIS13 reporting = Guidelines for REG13 = Video instructions for Market report
- Official SUKL information for DIS13

DIS18 MAH11r Safety features

= = =

DI518 form Notifier form Safety features form

- List of approved applications = Frequently asked questions and answers
= Instructions for submission - applicant = List of NSOL alerts
= Instructions for submission - internal user



Submission of a Standart Report



3. After logging in with your certificate, choose whether it is a report or a declaration.

Create report

No report was submitted for the current period. Do you wish to create a
report/declaration?

Report

Declaration




4. Selecting “Report” means you are submitting a standard report containing registered medicinal products.

Create report

No report was submitted for the current period. Do you wish to create a
report/declaration?

Report @

Declaration




5. Selecting “Declaration” means you are submitting a zero report, which does not contain any medicinal
products.

Create report

No report was submitted for the current period. Do you wish to create a
report/declaration?

Report

Declaration &




6. The report or declaration you create will appear in the list of reports, from where it can be opened with a
single click.

T.P. Holding (00150900683) N ®

—
', | Reports REG13 Testovaci 87, Praha, 11000

List of reports

Type State For the period Retrieved from Changed

Declaration IE\ 1/2025 24.11.202519:03 24.11.2025 19:03 V (] 3 PDF & JSON
Declaration 2025 15.09.2025 10:50 15.09.2025 11:01 LN ® * PDF + JSON
Report 04/2025 22.04.202518:54 15.09.2025 10:58 [ * PDF * JSON

Records perpage 10 « 1-3/3

Please send technical questions and comments 1o itpodporahlaseni@sukl.gov.cz, for professional questions, please REG132.01

contact oda@sukl.gov.cz



7. After selecting “Report”, the current report will appear for completion.

T.P. Holding (00150900683) N ®

—
', | Reports REG13 Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

List of medicinal products

Records perpage 10 = 0/0

Please send technical questions and comments to itpodporahlase ukl.gov.cz, for professional questions, please EES R

contact oda@sukl.gov.cz




8. Use the “+ Add registered medicinal product” icon to begin filling in the report.

T.P. Holding (00150900683)

Reports REG13 Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

List of medicinal products

Please send technical questions and comments 1o itpodporahlaseni@sukl.gov.cz, for professional questions, please REG132.01

contact oda@sukl.gov.cz




9. Fillin the required items in the report: Report type, Movement type, Customer’s workplace, and then the
details of the registered medicinal product.

fe, Reports REG13 T.P. Holding (00150900683)

— Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 — List of registered medicinal products / New medicinal product

Report and Customer

@ Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their dispensing in the Czech Republic
Report type *
Reporting of deliveries of medicinal products to distributors in the Czech Republic

Type of movement * @ Delivery of goods Return of goods Sphere of influence

Customer's workplace *

Registered medicinal product

Product name / SUKL code *

Batch* Quantity * Price (CZK) *

Please send technical questions and comments to itpodporahlaseni@sukl.gov.cz, for professional questions, please

REG132.0.1
contact oda@sukl.gov.cz “




10. The customer’s workplace can be searched by its workplace code, name, or address.

Reports REG13 T.P. Holding (00150900683)

Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 — List of registered medicinal products / New medicinal product

Report and Customer

@ Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their dispensing in the Czech Republic
Report type *
Reporting of deliveries of medicinal products to distributors in the Czech Republic

Type of movement * @ Delivery of goods Return of goods Sphere of influence

Customer's workplace *

0004

00000000008, Zdravotni pojistovna

ministerstva vnitra Ceské republiky (1CO:
47114304), Kodanska 1141/46, Praha
10,10100

Pi

Batch* Quantity * Price (CZK) *
00000705473, Test subjekt (o
41324226), Ustecka 30, Décin 5, 40530

00000706766, Test subjekt (ICO:
41324226), Na Bélidle 5646/5a, Jihlava,
58656

00000707353, LERAM s r.0. (ICO:
26274493), Dobrovského /23, Brno,
61200

00000707070, Test subjekt (ICO:
03212301), Podoli /78, Podoli, 66403

Please send technical questions and comments to itpodporahlase ukl.gov.cz, for professional questions, please

REG132.01

contact oda@sukl.gov.cz



11. After completing the entry, save it by clicking “Save”.

Reports REG13 T.P. Holding (00150900683)

Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 — List of registered medicinal products / New medicinal product

Report and Customer

@ Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their dispensing in the Czech Republic

Report type *
Reporting of deliveries of medicinal products to distributors in the Czech Republic
o

Type of movement * @ Delivery of goods Return of goods Sphere of influence
Customer's workplace *

00000707645 00000707645, Test subjekt (ICO: 03212301), K pérovné 945/7, Praha 10, 10200
Registered medicinal product
Product name / SUKL code *

0100013 IBALGIN 400, 400MG TBL FLM 24

Batch* Quantity * Price (CZK) *
547 200 79

Please send technical questions and comments 1o itpodporahlaseni@sukl.gov.cz, for professional questions, please

REG132.0.1
contact oda@sukl.gov.cz “



12. To enter one product with multiple workplaces, you may duplicate the entry and then change the
workplace code and quantities, without needing to open the product details again.

= T.P. Holding (00150900683)
2 Reports 'REG13 Testovaci 87, Praha, 11000 =

& Listof reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

List of medicinal products

+ Add registered medicinal product

Report type Workplace code SUKL code Quantity
‘ R Tq n 1 q IBALGIN 600
Reporting o_f deliveries of medl(_:lnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 P = o
dispensing in the Czech Republic 100 \
Records perpage 10 + 1-1/1

Please send technical questions and comments 1o itpodporahlaseni@sukl.gov.cz, for professional questions, please

REG132.0.1
contact oda@sukl.gov.cz “



13. Changes in the report are saved automatically, without the need to submit anything.

“

Reports REG13

T.P. Holding (00150900683)
Testovaci 87, Praha, 11000

& List of reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

List of medicinal products

+ Add registered medicinal product

Report type Workplace code SUKL code Quantity
. - . . . . IBALGIN 600
Rgportlr?g o_f deliveries of medlqnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TRL FLM 200 A ’ 5
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
e Aozl -inal p P P 00000706766 0011064  600MGTBLFLM 200 0 » @&
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting of inal p P P 00000000008 0011064  600MGTBLFLM 200 I |
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their by
i 99 . 00000707070 0011064  600MG TBL FLM 500 o 7 [
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting of -inal p P P 00000000008 0011064  600MGTBLFLM 200 I |
dispensing in the Czech Republic 100
3 et A 1 . 1 IBALGIN 600
Reporting o_f deliveries of medlqnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 A ’ 5
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
dispensing in the Czech Republic 00000000008 0011064 ?ggMG TBL FLM 200 m| / ]
Records per page 10 « 717

EN &

u Medicinal product saved




14. Each itemin the report can be deleted easily using the trash binicon.

T.P. Holding (00150900683)

—
"%, | Reports [REG13 Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

List of medicinal products + Add registered medicinal product

Report type Workplace code SUKL code Quantity

Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their

dispensing in the Czech Republic 00000000008 0011064 ?ggMG TBL FLM 200 [m} Vg
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
e -nat P P P 00000706766 0011064  600MGTBLFLM 200 [
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting of cinal p P P 00000000008 0011064  6OOMG TBL FLM 200 o/
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their L sty
di 2 ! 00000707070 0011064 600MG TBL FLM 500 0 V4
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting of -hal p P P 00000000008 0011064  60OMGTBLFLM 200 0 s
dispensing in the Czech Republic 100
. T R 9 q 9 IBALGIN 600
Reporting o_f deliveries of medlc_mal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 ) 7
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
dispensing in the Czech Republic 00000000008 0011064 ?ggMG TBL FLM 200 n| /s
Records perpage 10 - 7/

IBALGIN 600



15. Clicking the pencilicon reopens the product details.

“

Reports REG13

T.P. Holding (00150900683)
Testovaci 87, Praha, 11000

& List of reports / Report 11/2025 - List of registered medicinal products

List of medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

+ Add registered medicinal product

Report type Workplace code SUKL code Quantity
. - . . . . IBALGIN 600
Rgportlr?g o_f deliveries of medlqnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TRL FLM 200 A ’ 5
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
e porting o -inal p P P 00000706766 0011064  600MGTBLFLM 200 0 (]
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600 \
eporting of inal p P P 00000000008 0011064  600MGTBLFLM 200 o /s @
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their B
di 2 . 00000707070 0011064 600MG TBL FLM 500 0 Vd [ ]
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting of -inal p p P 00000000008 0011064  60OMGTBLFLM 200 0 7 =
dispensing in the Czech Republic 100
3 et A 1 . 1 IBALGIN 600
Reporting o_f deliveries of medlqnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 A ’ 5
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
dispensing in the Czech Republic 00000000008 0011064 ?ggMG TBL FLM 200 m| / ]
Records per page 10 « 717

EN &




16. Products that appear in the list are already entered into the report and will be sent after the reportis
automatically closed. For verification, you will see the notification: “The medicinal product has been saved.”

O

Reports REG13

T.P. Holding (00150900683)
Testovaci 87, Praha, 11000

& Listof reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

_

List of medicinal products + Add registered medicinal product

Report type Workplace code SUKL code Quantity
. - .. . . . IBALGIN 600
Rleportlr}g o_f deliveries of medlc_mal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 o P
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
oporting o -nalp P P 00000706766 0011064  600MGTBLFLM 200 o/
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eparting of nal p P P 00000000008 0011064  600MGTBLFLM 200 o s
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IEIKEIERL
di = 3 00000707070 0011064 600MG TBL FLM 500 D P4
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
porting of nalp P P 00000000008 0011064  600MGTBLFLM 200 o/
dispensing in the Czech Republic 100
q Tt A 9 q " IBALGIN 600
Reporting o_f deliveries of medlc_mal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 o ’
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
dispensing in the Czech Republic 00000000008 0011064 ?88MG TBL FLM 200 D 7/
Records perpage 10 « 17/

EN &

u Medicinal product saved




17. The information window states that the report can be edited until the 5th day of the month. This
information is also supplemented with the exact number of remaining days.

T.P. Holding (00150900683)
Testovaci 87, Praha, 11000

e, Reports REG13

& List of reports / Report 11/2025 - List of registered medicinal products

i You can edit the report until the 5th day of the month (days remaining: 12). After that, the report will be automatically closed and submitted.

List of medicinal products 4+ Add registered medicinal product

Report type Workplace code SUKL code Quantity
. - . . . . IBALGIN 600
Rgportlr?g o_f deliveries of medlqnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TRL FLM 200 A P 5 )
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
e porting ol -nal p P P 00000706766 0011064  600MGTBLFLM 200 D », ® ©
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting of inal p P P 00000000008 0011064  600MGTBLFLM 200 n s ® O
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their B
i L ” 00000707070 0011064  600MG TBL FLM 500 | 7/ [ | (]
ispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
eporting o -nat p p p 00000000008 0011064  60OMGTBLFLM 200 0o - ® @
dispensing in the Czech Republic 100
3 et A 1 . 1 IBALGIN 600
Rgportlr?g o_f deliveries of medlqnal products to pharmacies /to persons authorised for their 00000000008 0011064 600MG TBL FLM 200 A P 5 )
dispensing in the Czech Republic 100
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600
dispensing in the Czech Republic 00000000008 0011064 ?ggMG TBL FLM 200 o 7 E O

Records perpage 10 = 1-7/7




Deleting a Declaration
(Empty Report)



18. An open empty report (declaration) can be deleted for the current month. For previous months, this
option is not available.

T.P. Holding (00150900683) N ®

—
', | Reports REG13 Testovaci 87, Praha, 11000

List of reports

Type State For the period Retrieved from Changed

Declaration IE\ 11/2025 24.11.2025 19:03 24.11.2025 19:08 V 3 PDF & JSON
Declaration 09/2025 15.09.2025 10:50 15.09.2025 11:01 LN (o] * PDF + JSON
Report 04/2025 22.04.202518:54 24.11.2025 19:08 XY [ * PDF * JSON

Records perpage 10 « 1-3/3

Please send technical questions and comments 1o itpodporahlaseni@sukl.gov.cz, for professional questions, please REG132.01

contact oda@sukl.gov.cz



19. An empty report can be deleted using the trash binicon.

= T.P. Holding (00150900683)
2 Reports 'REG13 Testovaci 87, Praha, 11000 =

List of reports

Type State For the period Retrieved from Changed

Declaration IE\ 11/2025 24.11.2025 19:03 24.11.2025 19:08 V 3 PDF & JSON
Declaration 09/2025 15.09.2025 10:50 15.09.2025 11:01 LN @\vnr + JSON
Report 04/2025 22.04.202518:54 24.11.2025 19:08 XY [ * PDF * JSON

Records perpage 10 « 1-3/

%)

Please send technical questions and comments to itpodporahlase ukl.gov.cz, for professional questions, please

REG132.01

contact oda@s



20. After clicking “delete report”, an information message will appear with the options to cancel/delete.

Delete report

Do you really want to delete the report? You will need to create a new report,
otherwise, no report will be submitted for this period.




21. Deleting the report will return you to the beginning of the process for creating a new report — see step 1 of
this manual.

Create report

No report was submitted for the current period. Do you wish to create a
report/declaration?

Report

Declaration




Submitting an Extraordinary Report



22. An extraordinary report can be created by clicking the wrench icon next to the respective report.

—

2

Reports REG13

T.P. Holding (00150900683)
Testovaci 87, Praha, 11000

Type State For the period Retrieved from Changed
Declaration IE\ 11/2025 24.11.202519:11 24.11.202519:11 Fd [ ] ¥ PDF # JSON
Declaration 09/2025 18.09.2025 18:23 18.09.2025 18:23 © ¥ PDF ¥ JSON
Declaration 07/2025 05.08.202517:21 05.08.202517:59
Declaration 06/2025 16.06.2025 10:10 05.08.2025 17:55 aQ, © ¥ PDF ¥ JSON
Declaration 05/2025 20.05.202511:35 20.05.202511:35 Q, @ ¥ PDF ¥ JSON
Report 04/2025 10.04.2025 12:59 05.09.2025 09:57 @ ¥ PDF ¥ JSON
Report m 03/2025 25.03.202514:24 28.03.2025 14:28 Q © % PDF & JSON
Report 01/2025 14.01.2025 10:52 31.03.2025 11:45 _Q @ & PDF & JSON
Declaration 07/2024 09.07.2024 10:44 10.04.2025 12:59 X Lo ¥ PDF ¥ JSON
Report 06/2024 01.07.2024 15:27 11.04.2025 09:14 aQ, © ¥ PDF ¥ JSON
Records per page 10 « 1-10/15 »

Please send technical questions and comments to itpodporahlaseni@sukl.gov.cz, for professional questions, please

REG132.0.1
contact oda( <




23. Fillinthe reason for the extraordinary report, your phone number, and email, then click Create.

Create extraordinary report

You are about to create an extraordinary report for the period: 09/2025.

After pressing the 'Create’ button, a copy of the report will automatically be
created in the 'List of Extraordinary Reports' section, where you will be able to edit
your items.

Justification*

Phone Number *




24. Work within the extraordinary report the same way as in a regular report. However, the extraordinary
report must be manually submitted for approval using the green button.

s, Reports REG13 T.P. Holding (00150900683)

Testovaci 87, Praha, 11000

& Listof extraordinary reports / Extraordinary report 09/2025 — List of registered medicinal products Send

List of medicinal products

+ Add registered medicinal product

Report type Workplace code SUKL code Quantity
Reporting of deliveries of medicinal products to pharmacies /to persons authorised for their IBALGIN 600

€eporting ol cinalp P P 00000707353 0011064  600MGTBLFLM  70.. o - & ©
dispensing in the Czech Republic 100

Records perpage 10 = 1-1/1

Please send technical questions and comments to itpodporahlaseni@sukl.gov.cz, for professional questions, please .| Medicinal product saved

contact oda@sukl.gov.cz



25. After submission, the extraordinary report will appear in the list of extraordinary reports.

IBA Dokumentace - DrZitel registrace (00150257238)
Testovaci 1, Praha, 12000

Reports REG13

i You can create an extraordinary report in the Reports tab

List of extraordinary reports

Type State For the period Sent Handled by SUKI

Report [ Sent | 04/2025 05.09.2025 09:57 # JSON
Report 01/2025 28.03.2025 14:27 31.03.2025 11:45 & JSON
Report = 01/2025 18.03.2025 13:58 18.03.2025 13:59 & JSON
Report = 04/2024 18.03.2025 13:54 18.03.2025 13:57 & JSON
Report [ Approved | 01/2025 18.03.2025 13:53 18.03.2025 13:57 & JSON
Report [ Approved | 07/2023 07.03.2025 10:54 18.03.2025 13:57 ¥ JSoN
Report [ Approved | 06/2024 11.03.2025 08:39 11.03.2025 08:41 & JSON
Report [ Approved | 04/2024 03.12.2024 10:29 10.01.2025 18:04 ¥ JSON
Report = 04/2024 03.12.2024 10:05 03.12.2024 10:06 # JsoN
Report = 04/2024 03.12.2024 10:04 03.12.2024 10:04 % JsoN
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