Resetovat formuldr  Skontroluj formular  Tlac

SUKLO

STATNY USTAV PRE KONTROLU LIECIV State institute for Drug control
Sekcia zdravotnickych pomacok Medical Devices Section

Kvetna 11, 825 08 Bratislava

Vyplni SUKL/

Filled in by SUKL

Oznamenie spristupnenia zdravotnickej pomacky (ZP), diagnostickej zdravotnickej pomaocky in vitro
(IVD ZP) na trhu v SR / oznamenie zmien /
Notification of making a medical device (MD) or an in vitro diagnostic medical device (IVD) available on the market in the
SR / notification of changes
Evidenéné ¢islo z VIS ZP /
SUKL notification number
Cislo zberného spisu /
Collection file number
Cislo zaznamu /
Record number
Druh podania / Type of administration
(8 110 ods. 2 ,3,4 zdkona €. 362/2011 Z.z., § 110b ods. 2 zakona €. 362/2011 2.z2.) /
(Section 110(2), (3), (4) of Act No. 362/2011 Coll., Section 110b(2) of Act No. 362/2011 Coll.)
1 |:| Prvé oznamenie / First notification
2 I:' Hlasenie zmeny v oznameni / Reporting a change in notification
3 Identifikacia druhu zmeny / Type of change
4 |:| Dodatoéné zaslanie vyZiadanych dokumentov na zaklade vyzvy pracovnika SUKL
g Sprava pre SUKL - iné doleZité informécie tykajlice sa ZP / Message for SUKL — specify other information regarding the MD
6 K6d SUKL prideleny ZP v minulosti /
SUKL code assigned to MD in the past
Identifikdcia oznamovatela * - POVINNY UDAJ (oznadit iba 1 relevantny typ subjektu v riadku nizsie) /
Identification of the notifier* - MANDATORY DATA (mark only 1 relevant entity type in the line below)
Oznamovatel / Notifier DISTRIBUTOR / Distributor O
7 | mdze byt doméci alebo zahraniény: vyrobca, dovozca, EC-REP, distributor, na ktorého je v DOVOZCA / Importer O
Databdze ZP naviazana Ziadost s kédmi ZP / ,
can be domestic or foreign: manufacturer, importer, EC-REP, or distributor to whom the application VYROBCA / Manufacturer O
with MD codes is linked in the MD Database ECREP / EC REP O
Identifikacia subjektu splnomocneného oznamovatelom /Identification of entity authorized by the notifier
8 | Pravne postavenie / Legal status O PO / Legal entity O FO-P /Individual entrepreneur O FO / Natural Person
9 | 1€0 / Identification number or VAT:
10 Na&zov - meno a priezvisko /
Name - first name and surname
1 Sidlo - bydlisko + stat /
Registered office - residence + country
13 Kontakty - telefén a e-mail /
Contact details - phone, email
Zodpovedny pracovnik (kontaktna osoba) / Responsible employee of the authorized entity (contact person)
13 | Meno a priezvisko / Name and surname
14 Kontakty - telefén, e-mail /
Contact details - phone, email
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SUKLO

STATNY USTAV PRE KONTROLU LIECIV
Sekcia zdravotnickych pomdécok
Kvetna 11, 825 08 Bratislava

Identifikacia distributora * / Identification of the distributor of MD*

15

Pravne postavenie / Legal status | O PO / Legal entity @ FO-P / Individual entrepreneur

16

1€0 / Identification number or VAT:

17

SUKL reg. ¢islo distribatora / SUKL Distributor registration number

18

Nazov - meno a priezvisko /
Name - first name and surname

19

Sidlo - bydlisko + stat /
Registered office - residence + country

20

Kontakty - telefén a e-mail /
Contact details - phone, email

Zodpovedny pracovnik (kontaktn

a osoba) / Responsible employee of the authorized entity (contact person)

21

Meno a priezvisko / Name and surname

22

Kontakty - telefén, e-mail /
Contact details - phone, email

Identifikacia dovozcu * / Identification of the importer of MD*

23

Pravne postavenie / Legal status | O PO / Legal entity @ FO-P / Individual entrepreneur

24

1€0 / Identification number or VAT:

25

Registraéné &islo z EUDAMED / SRN - number from EUDAMED)

26

Nazov - meno a priezvisko /
Name - first name and surname

27

Sidlo - bydlisko + stat /
Registered office - residence + country

28

Kontakty - telefén a e-mail /
Contact details - phone, email

Zodpovedny pracovnik (kontaktna os

oba) / Responsible employee of the authorized entity (contact person)

29

Meno a priezvisko / Name and surname

30

Kontakty - telefén, e-mail /
Contact details - phone, email

Identifikacia vyrobcu* / Identification of the manufacturer of MD

31

Pravne postavenie / Legal status

| O PO/ Legal entity O FO-P/ individual entrepreneur

32

I€0 / Identification number or VAT:

33

Registraéné ¢islo z EUDAMED / SRN - number from EUDAMED)

34

Nézov - meno a priezvisko /
Name - first name and surname

35

Sidlo - bydlisko + stat /
Registered office - residence + country

36

Kontakty - telefén a e-mail /
Contact details - phone, email

Zodpovedny pracovnik (kontaktna os

oba) / Responsible employee of the authorized entity (contact person)

37

Meno a priezvisko / Name and surname

38

Kontakty - telefén, e-mail /
Contact details - phone, email
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SUKLO

STATNY USTAV PRE KONTROLU LIECIV
Sekcia zdravotnickych pomo6cok
Kvetna 11, 825 08 Bratislava

Identifikacia splnomocneného zastupcu v EU / Identification of the authorized representative in the EU (EC REP) *

39 | Pravne postavenie / Legal status | O PO / Legal entity O FO-P / Individual entrepreneur
40 | 1€0 / Identification number or VAT:
41 | Registraéné ¢islo z EUDAMED / SRN - number from EUDAMED)
42 Nézov - meno a priezvisko /

Name - first name and surname
43 Sidlo - bydlisko + stat /

Registered office - residence + country
m Kontakty - telefén a e-mail /

Contact details - phone, email

Zodpovedny pracovnik (kontaktna osoba) / Responsible employee of the authorized entity (contact person)

45 | Meno a priezvisko / Name and surname
16 Kontakty - telefén, e-mail /

Contact details - phone, email

Identifikacia zdravotnickej pomaocky (ZP) / Medical device (MD) identification*

Nazov ZP v SJ v poradi podstatné meno,
47 pridavné meno, obch. nazov (ak ho ZP ma) /

Name of the MD in Slovak in order: noun,

adjective, trade name (if applicable)
48 Doplnok nazvu (max. 120 znakov) /

Name addendum (max. 120 characters)

Nepovinné: rozmery a iné $pecifikacie (nosnost, nasiakavost, uéel a pod.) /
Optional: dimensions and other specifications (load capacity, absorbency,purpose etc.)

49 Ucel uréenia zdravotnickej pomdcky/

Purpose of the medical device

Hypertextovy odkaz pre Basic UDI ZP v EUDAMED (vyplnit iba v pripade

1 Basic UDI /
50 . . . - . .

Hypertext link for Basic UDI of the ZP in EUDAMED (fill in only in case of 1 Basic

uDI)
51 | Cislo ES certifikatu / certifikatov / EC certificate(s) number

Kéd/y medzinarodne uznavaného nazvoslovia EMDN - len pre ZP NM /
52 | Internationally recognized nomenclature code(s) EMDN - only for custom

made MD
53 Vyhlasujem, Ze vyrobca k ZP nepriklada navod (plati pre niektoré ZP triedy | a lla) / I:l

I declare that the manufacturer does not provide instructions for use of the MD (applies to some MD of class | and Ila)
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STATNY USTAV PRE KONTROLU LIECIV

|
S U K L Sekcia zdravotnickych pomo6cok
Kvetna 11, 825 08 Bratislava

Zaradenie zdravotnickej pomocky * / Classification*

[ trieda / class: Is
[ trieda / class: Ir

[ trieda/class: lla [ trieda / class: b
[ trieda/ class: 1l [J zP NM / customized MD
[ suprava zP podla €l. 12/22 / MD kit according to Article 12/22

O trieda/ class:
54 [ trieda/ class:

[J vDzPA/IVDMD: class A | ] IVD zP ostatné / IVD MD others

[J vD zP B/ IVD MD: class B [] VD ZP na samodiag. / IVD MD for self-diagn.
[ WD ZP C/IVD MD: class C | ] IVD ZP pril.2 zoz. A / IVD MD Annex 2, List A
[ vDzP D/ IVD MD: class D | ] VD ZP pril.2 zoz. B / IVD MD Annex 2, List B

53

V pripade zaradenia ZP do kategorizacie na MZ SR uvedte pismeno skupiny (neplati pre $2m) /

If the MD is included in the reimbursement categorization of the Ministry of Health of the SR, please indicate the group
55 |letter (does not apply to SMM).

Ak neuvediete pismeno skupiny, bude Vam automaticky priradena vieobecna skupina ,,P“. /

If no group letter is specified, the general group "P" will be automatically assigned.

56 Oznatte, ak je predmetna zdravotnicka pomdcka $pecialny zdravotny material (5ZM) /
Check if the medical device in question is a specialized medical material (SMM) I:l

57 |K oznameniu sa prikladaji POVINNE tieto prilohy / Oznacte prislusny riadok /
The following annexes MUST be attached to the notification Mark the relevant line

58 *Zoznam katalégovych éisel a prislichajucich Basic UDI-DI/EUDAMED DI pre oznamovanu ZP/IVD ZP / I:l
List of catalogue numbers and associated Basic UDI-DI/EUDAMED DI for the notified MD/IVD
*Tladivo ,,Navrh na vyuctovanie podla sadzobnika vykonov a sluzieb SUKL” /
Form "Proposal for billing according to the SUKL Schedule of Fees and Services"

59 Oznamenie a vytvorenie nového SUKL kédu je spoplatnené podla sadzobnika vykonov a sluzieb SUKL. Hlasenie zmien bude v obdobi od I:l
28.5.2026 — 31.12.2026 bez poplatku. / Notification and creation of a new SUKL code is subject to a fee according to the SUKL Schedule of Fees
and Services. Notification of changes will be free of charge from 28 May 2026 to 31 December 2026.
Splnomocnenie od vyrobcu/EC REP/dovozcu/distributora na vykonanie oznamenia ZP pre iny subjekt ak je to

60 relevantné /
Power of Attorney from the manufacturer/EC-REP/importer/distributor to submit the MD notification for another entity, I:'
if applicable

*ES vyhlasenie o zhode/EU Vyhlasenie o zhode alebo Vyhlasenie o ZP na mieru/Vyhlasenie o stprave podla él. 12 al. 22 /
61 | EC Declaration of Conformity/EU Declaration of Conformity or Statement on custom-made devices/Declaration for systems I:l
and procedure packs under Article 12 or 22

*Ndavod na poutitie v slovenskom jazyku (ak ho vyrobca k ZP prikladd) /
62 i 1 i T D
Instructions for Use (IFU) in the Slovak language (if provided by the manufacturer)

POZNAMKA: v riadkoch oznacenych * ide o povinné vyplinenie tidajov/ povinné predloZenie dokumentov, ak je to relevantné / NOTE:
lines marked with * indicate mandatory data fields / mandatory submission of documents, if applicable

Pouiité skratky: SUKL = Statny tstav pre kontrolu lie¢iv, ZP — zdravotnicka pomécka, IVD ZP - diagnosticka ZP in vitro, $ZM —
$pecialny zdravotnicky material /

Abbreviations used: SUKL (SIDC) = State Institute for Drug Control, MD = medical device, IVD = in vitro diagnostic medical device, SMM =
specialized medical material

Vyhlasujem, Ze uvedené informacie su podla mdjho vedomia a svedomia pravdivé a aktudlne. /
I declare that the information provided is true and up to date to the best of my knowledge and belief. I:I

V / Place: Dna / Date:
Podpis oznamovatela / splnomocneného subjektu / e
Signature of the notifier / authorized entity:

O Vlastnoruény podpis (listinne) / Handwritten signature (paper form)

O Digitalny podpis v tomto PDF / Digital signature (within this PDF

O Podpisané KEP cez UPVS / Signed by KEP via UPVS
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Vysvetlivky k vypifianiu jednotlivych riadkov su v 2 tabulkéch (1. v slovenéine, 2. v angliétine) /
Explanations for completing individual fields are provided in two tables (the first in Slovak, the second in English).

Vysvetlivky v slovencine

1 | Ak sa podava nové ozndmenie (pre ZP nie je este prideleny SUKL kéd), oznadi sa riadok ¢. 1.

2 | Ak sa podava hlasenie zmeny, oznaci sa riadok €. 2.

3 | Vriadku ¢. 3 sa identifikuje konkrétna zmena, ktorej sa oznamenie tyka.

Oznadi sa, ak sa zasielaju dodatoéne vyziadané (chybajice) dokumenty na zéklase vyzvy pracovnika SUKL. Dokumenty sa
doposielaju elektronicky e-mailom alebo prostrednictvom UPVS.

Uvedu sa iné dolezité informdcie tykajlce sa ZP / podania, Cislo zdznamu pri zasielani doplnenia k podaniu, alebo iné délezité
informacie tykajtce sa ZP (napr. poznamka ,kategorizacia“, meno pracovnika SUKL).

6 | Uvedie sa kéd SUKL prideleny v minulosti, s ktorym stvisi podévana zmena.

7 | Vyberie sa iba 1 mozZnost podla toho, ktory z tychto typov subjektov ma byt v databaze uvedeny ako oznamovatel.

Oznacte jednu z moznosti uvedenych v riadku na identifikaciu pravneho postavenia splnomocneného subjektu, ktorého poveril
8 | oznamovatel: 1. moZnost sa vyberie v pripade pravnickej osoby (PO), 2. moznost sa vyberie, ak je splnomocnena fyzicka osoba
— podnikatel (FO), 3. moznost ak je splnomocnena fyzicka osoba — nepodnikatel.

V pripade pravnickej osoby (PO) alebo fyzickej osoby — podnikatela (FO) sa vyplni Identifikaéné ¢&islo organizacie (ICO) z
9/10| Obchodného alebo Zivnostenského registra. Tyka sa to iba subjektov so sidlom/adresou v SR; pri zahrani¢nom subjekte
sa uvedie VAT alebo iné identifika&né &islo. V tomto riadku sa pri PO vypltia obchodné meno/nazov spoloénosti, pri FO sa
vyplni meno a priezvisko podla Udajov v registri. (Uplatfiuje sa len pre subjekty so sidlom/adresou v SR).

Pravnicka osoba (PO) vyplni svoje sidlo vratane Statu a fyzickd osoba — podnikatel (FO) miesto podnikania alebo bydlisko vratane
11 | $t4tu podla Gdajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody Gdajov s registrom sa tyka len subjektov s
adresou alebo sidlom na Uzemi SR).

12 | Je potrebné vyplnit vieobecnu e-mailovu adresu pre firmu alebo fyzickd osobu a telefénny kontakt. Ide o povinny Gdaj.

Vypliite meno a priezvisko zodpovedného pracovnika daného subjektu (zamestnanca firmy), ktory vo firme vybavuje
13 | agendu zdravotnickych pomécok a ktory vypiial a odosielal tento formular spolu s dal$imi potrebnymi prilohami pfi
podavani oznamenia. Ide o povinny udaj.

14 | Vyplrite telefénne ¢&islo a e-mailovid adresu zodpovedného pracovnika identifikovaného v riadku 13. Udaje st povinné.

Oznacte jednu z moznosti uvedenych v riadku na identifikaciu pravneho postavenia distributora: 1. moznost sa vyberie v pripade

15 , . . L . y
pravnickej osoby (PO), 2. moZnost sa vyberie, ak ide o fyzickli osobu — podnikatela (FO).

V pripade préavnickej osoby (PO) alebo fyzickej osoby — podnikatela (FO) se vypini Identifikacné ¢islo organizacie (ICO) z
Obchodného alebo Zivnostenského registra. Tyka sa iba subjektov s adresou/sidlom v SR; pri zahrani¢nom subjekte sa uvedie
16/17| VAT alebo iné identifika¢né &islo. Vypliite registraéné ¢islo distributora priradené dradom SUKL (napr. DIS-00123), ak je
distributor oznamovatelom. Ak je oznamovatelom vyrobca, dovozca alebo EC-REP, tento idaj sa nevypifia a uvedie sa , Nie je
relevantné”.

V tomto riadku sa pri pravnickej osobe (PO) vypliia obchodné meno spoloénosti, pri fyzickej osobe — podnikatelovi (FO)
18 | sa vypIni meno a priezvisko osoby podla tidajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody tdajov s
registrom sa tyka len subjektov s adresou alebo sidlom na Gzemi SR).

Pravnicka osoba (PO) vyplni svoje sidlo vratane statu a fyzickd osoba — podnikatel (FO) miesto podnikania alebo bydlisko vratane
19 | $tatu podla tdajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody tdajov s registrom sa tyka len subjektov s
adresou alebo sidlom na Uzemi SR).
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20 |Je potrebné vyplnit vSeobecnu e-mailovd adresu pre firmu alebo fyzicki osobu a telefénny kontakt. Ide o povinné Gdaje.
Vyplrite meno a priezvisko zodpovedného pracovnika daného subjektu (zamestnanca firmy), ktory vo firme vybavuje

21 |agendu zdravotnickych pomécok a ktory vypiiial a odosielal tento formular spolu s dal$imi potrebnymi prilohami pri
podavani oznamenia. Udaje st povinné.

22 | Vypliite telefénne &islo a e-mailovi adresu zodpovedného pracovnika identifikovaného v riadku 21. Udaje st povinné.

23 Oznacte jednu z moznosti uvedenych v riadku na identifikdciu dovozcu: 1. moznost sa vyberie v pripade pravnickej osoby
(PO), 2. moZnost sa vyberie, ak ide o fyzicki osobu — podnikatela (FO).
V pripade pravnickej osoby (PO) alebo fyzickej osoby — podnikatela (FO) sa vyplIni Identifika¢né ¢&islo organizacie (1CO) z

24 | Obchodného alebo Zivnostenského registra. Tyka sa iba subjektov s adresou/sidlom v SR; pri zahraniénom subjekte sa mdze
pouzit VAT alebo iné identifikaéné Cislo.

25 | Vyplni sa jedinecné registracné cCislo z databazy EUDAMED = SRN (Single Registration Number).
V tomto riadku sa pri pravnickej osobe (PO) vypitia obchodné meno spoloénosti, pri fyzickej osobe — podnikatelovi (FO)

26 | sa vyplni meno a priezvisko osoby podla Gdajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody tdajov s
registrom sa tyka len subjektov s adresou alebo sidlom na Gzemi SR).
Pravnicka osoba (PO) vyplni svoje sidlo vratane Statu a fyzicka osoba — podnikatel (FO) miesto podnikania alebo bydlisko vratane

27 | $tatu podla tdajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody tidajov s registrom sa tyka len subjektov s
adresou alebo sidlom na Uzemi SR).

28 | Je potrebné vyplnit vSeobecnu e-mailovd adresu pre firmu alebo fyzickl osobu a telefénny kontakt. Ide o povinné tdaje.
Vypliite meno a priezvisko zodpovedného pracovnika daného subjektu (zamestnanca firmy), ktory vo firme vybavuje

29 | agendu zdravotnickych pomécok a ktory vyplifial a odosielal tento formuldr spolu s dal§imi potrebnymi prilohami pri
podévani ozndmenia. Udaje st povinné.

30 | Vypliite telefénne &islo a e-mailovt adresu zodpovedného pracovnika identifikovaného v riadku 29. Udaje st povinné.

31 Oznacéte jednu z moznosti uvedenych v riadku na identifikdciu vyrobcu: 1. moZznost sa vyberie v pripade pravnickej osoby
(PO), 2. moZnost sa vyberie, ak ide o fyzicki osobu — podnikatela (FO).
V pripade pravnickej osoby (PO) alebo fyzickej osoby — podnikatela (FO) sa vyplni Identifika¢né &islo organizacie (ICO) z

32 | Obchodného alebo Zivnostenského registra. Tyka sa iba subjektov s adresou/sidlom v SR; pri zahrani¢nom subjekte sa méze
pouzit VAT alebo iné identifikaéné ¢islo.

33 | Vyplni sa jedinecné registracné Cislo z databazy EUDAMED = SRN (Single Registration Number).
V tomto riadku sa pri pravnickej osobe (PO) vypiiia obchodné meno spoloénosti, pri fyzickej osobe — podnikatelovi (FO)

34 |sa vyplni meno a priezvisko osoby podla tidajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody Gdajov s
registrom sa tyka len subjektov s adresou alebo sidlom na tzemi SR).
Prévnicka osoba (PO) vyplni svoje sidlo vratane Statu a fyzickd osoba — podnikatel (FO) miesto podnikania alebo bydlisko vratane

35 | $tatu podla Gdajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody Gdajov s registrom sa tyka len subjektov s
adresou alebo sidlom na Gzemi SR).

36 |Je potrebné vyplnit véeobecnt e-mailovt adresu pre firmu alebo fyzicki osobu a telefénny kontakt. Udaje st povinné.
Vypliite meno a priezvisko zodpovedného pracovnika daného subjektu (zamestnanca firmy), ktory vo firme vybavuje agendu

37 | zdravotnickych pomécok a ktory vypiiial a odosielal tento formular spolu s dal$imi potrebnymi prilohami pri podavani
oznamenia. Udaje su povinné.

38 | Vyplrite telefénne &islo a e-mailovi adresu zodpovedného pracovnika identifikovaného v riadku 37. Udaje st povinné.

39 Oznacte jednu z moznosti uvedenych v riadku na identifikaciu splnomocneného zastupcu v EU (Eurépskeho reprezentanta / EC-
REP): 1. moznost sa vyberie v pripade pravnickej osoby (PO), 2. mozZnost sa vyberie, ak ide o fyzickl osobu — podnikatela (FO).
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V pripade pravnickej osoby (PO) alebo fyzickej osoby — podnikatela (FO) sa vyplIni Identifikaéné ¢&islo organizécie (1ICO) z
40 | Obchodného alebo Zivnostenského registra. Tyka sa iba subjektov s adresou/sidlom v SR; pri zahrani¢nom subjekte sa mdze
pouzit VAT alebo iné identifikaéné Cislo.

41 | Vyplni sa jedinecné registracné Cislo z databazy EUDAMED = SRN (Single Registration Number).

V tomto riadku sa pri pravnickej osobe (PO) vypitia obchodné meno spolo&nosti, pri fyzickej osobe — podnikatelovi (FO)
42 | sa vyplni meno a priezvisko osoby podla Gidajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody Gdajov s
registrom sa tyka len subjektov s adresou alebo sidlom na Uzemi SR).

Pravnicka osoba (PO) vyplni svoje sidlo vratane Statu a fyzicka osoba — podnikatel (FO) miesto podnikania alebo
43 | bydlisko vratane $tatu podla idajov v Obchodnom alebo Zivnostenskom registri (podmienka zhody tdajov s registrom
sa tyka len subjektov s adresou alebo sidlom na Gzemi SR).

44 | Je potrebné vyplnit vSeobecnu e-mailovd adresu pre firmu alebo fyzickl osobu a telefénny kontakt. Ide o povinné Gdaje.

Vypliite meno a priezvisko zodpovedného pracovnika daného subjektu (zamestnanca firmy), ktory vo firme vybavuje agendu
45 | zdravotnickych pomdcok a ktory vyplifial a odosielal tento formuldr spolu s daldimi potrebnymi prilohami pri podavani
oznamenia. Udaje st povinné.

46 | Vypliite telefénne &islo a e-mailovi adresu zodpovedného pracovnika identifikovaného v riadku 45. Udaje st povinné.

Nazov ZP / IVD ZP by mal vychadzat z nazvu uvedeného vo Vyhlaseni o zhode. Riadok musi byt VZDY vyplneny; nie je pripustné
uviest iba text ,pozri prilohu”. Musi tu byt jasna identifikacia ZP, napr. ,obvdzy NU-DERM (podrobnosti v prilohe)”. Uvadza sa
slovenské podstatné meno charakterizujlce ZP, za ktorym mézu nasledovat pridavné mena blizsie Specifikujice ZP a obchodny

47 | (cudzojazy¢ny) ndzov (ak ho ZP md), napr.: Obvaz hydrokoloidny tenky NU-DERM Border Thin 10x10 cm. Poznamka: Nestaci uviest
len originalny cudzojazyény nazov (napr. iba: NU-DERM Border Thin 10x10 cm). Rozpis Basic UDI-DI a referenénych/katalégovych
Cisel je potrebné podrobne uviest v ,,Zozname kataldgovych Cisel a prisldchajucich Basic UDI-DI / EUDAMED DI pre oznamovanu
ZP/IVD ZP“, ktory sa povinne priklada k oznameniu.

Riadok nie je povinny, v pripade potreby sltzi na indetifikidciu rozmerov, inych Specifikaciii ako nasiakavost, nosnost, tcel,

48 .
pocet kusov.

49 Do riadku uvedte urceny medicinsky icel pomécky. Priklad pre obvaz NU-DERM: ,,na udrZiavanie vihkého prostredia v
mieste rany, ktoré napomaha jej uc¢innému hojeniu”.
Vlozte hypertextovy odkaz z databazy EUDAMED, ktory sa vztahuje na zdravotnicku pomdcku, ktora je predmetom

50 ozndmenia. PLATI IBA V PRIPADE, ak ide o jedno jediné Basic UDI-DI. Ak sa k zdravotnickej pomédcke vztahuje viacero UDI-DI,
riadok ponechajte prazdny. Tento Udaj je nepovinny do konca platnosti prechodného obdobia pre povinnu registraciu ZP/IVD
ZP v databdze EUDAMED.

51 Uvedte Cislo/Cisla ES certifikatu/certifikatov od notifikovanej osoby (pocet certifikatov zavisi od triedy ZP/IVD ZP),
ktoré sa vztahuju na zdravotnicku pomécku, ktord je predmetom oznamenia.

52 Napiste kéd medzinarodne uznavaného nazvoslovia EMDN (Eurdpska nomenklatura zdravotnickych pomocok / European

Medical Devices Nomenclature) — plati len pre ZP na mieru, pri inych ZP sa riadok nevypliia.

53 | Oznacte, ak sa k ZP neprikladd navod na pouZitie, ak je to podla nariadenia uplatnitelné — plati pre niektoré ZP triedy | a lla.

54 | Vyberte jednu alebo viacero moznosti klasifikacie/zaradenia ZP podla tdajov vo Vyhlaseni o zhode.

Ak je ZP uréend do kategorizacie na Ministerstve zdravotnictva SR, uvedte prisluiné pismeno skupiny. Nevypliia sa, ak ide o

55 . L% . , .
iné ZP, a nevztahuje sa ani na SZM (Specialny zdravotnicky material).

Ak je zdravotnicka pomdcka, ktora je predmetom ozndmenia, Specidlnym zdravotnickym materiaalov a

56 , . , . < N .
bude posudzovana na Ministerstve zdravotnictva SR na zaradenie do zoznamu SZM, oznacte tento riadok.

57 | Oznacte jednotlivé dokumenty predkladané spolu s oznamenim, ktoré su uvedené v riadkoch 58 az 62.
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Riadok oznacit a povinne je potrebné predloZit - Zoznam katalégovych Cisel a prislichajucich Basic UDI-DI/EUDAMED DI pre
5g | oznamovanu ZP/IVD ZP - ktory sluzi ako podrobnd priloha, kde st v samostatnom stibore vymenované vsetky B-UDI/EUDAMED DI
a katalogové Cisla (REF), ktoré k danej pomécke/kdde prislichaju

Riadok oznacte a povinne predloZte v rdmci oznamenia.
59 | POZNAMKA: Oznamenie a vytvorenie nového SUKL kédu je spoplatnené podla sadzobnika vykonov a sluzieb SUKL.
Hlasenie zmien bude v obdobi od 28. 5. 2026 do 31. 12. 2026 bez poplatku.

60 | Riadok oznacte v pripade, ak sa toto splnomocnenie pre iny subjekt predklada v ramci ozndmenia.

61 | Riadok oznaéte a v rdmci oznamenia povinne predloZte Vyhlasenie o zhode prislichajice k danej ZP / IVD ZP.

62 | Riadok oznacte v pripade, ak sa Navod na pouzitie (IFU) predklada v ramci oznamenia.

Explanations for Completing Individual Fields

1 |if a new notification is being submitted (a SUKL code has not yet been assigned to the MD), mark line no. 1.

If a notification of change is being submitted, mark line no. 2.

Line no. 3 identifies the specific change to which the notification relates.

Mark this line if additionally requested or missing documents are being submitted based on a request from a
SUKL employee. Documents must be submitted electronically via email or the UPVS portal.

Other important information regarding the medical device / submission, the record number when sending a supplement to the
5 |submission, or other important information regarding the medical device shall be indicated (e.g., the note 'categorization’, the
name of the SUKL staff member).

6 |State the previously assigned SUKL code to which the submitted change relates.

7 |Select only 1 option, depending on which type of entity is to be listed as the notifier in the database.

Mark one of the options listed in the line to identify the legal status of the authorized entity appointed by the notifier: select
8 |option 1 for a legal entity (PO), option 2 for a natural person-entrepreneur (FO), or option 3 for a natural person (non-
entrepreneur).

For a legal entity (PO) or a natural person-entrepreneur (FO), enter the Company ldentification Number (ICO) from the
Commercial or Trade Register. This applies only to entities with a registered office/address in the SR; for foreign entities, use
9/10 [the VAT or other entity ID number. In this line, enter the Company Name for a legal entity (PO), or the First Name and
Surname for a natural person-entrepreneur (FO) in accordance with the register. (Applies only to entities with a registered
office/address in the Slovak Republic).

A legal entity (PO) shall enter its registered office (including country) and a natural person-entrepreneur (FO) their place of
11 [business or residence address (including country) according to the Commercial or Trade Register (this requirement applies only to
entities with an address or registered office in the Slovak Republic).

12 |Enter the general email address and telephone contact for the company or individual. This field is mandatory.

13 |Enter the first name and surname of the responsible employee of the entity (company employee) who handles the medical device
agenda in the company and who completed and submitted this form along with other required attachments. This field is mandatory.

14 |[Enter the telephone number and email address of the responsible employee identified in line 13. These details are mandatory.

Mark one of the options listed in the line to identify the legal status of the distributor: select option 1 for a legal entity (PO), or

15 option 2 for a natural person-entrepreneur (FO).
For a legal entity (PO) or a natural person-entrepreneur (FO), enter the Company Identification Number (1C0) from the
16/17 Commercial or Trade Register. This applies only to entities with a registered office/address in the SR; for foreign entities, use

the VAT or other entity ID number. Enter the distributor's registration number assigned by SUKL (e.g., DIS-00123) if the
distributor is the notifier. If the notifier is the manufacturer, importer, or EC-REP, leave blank or enter "Not applicable".

In this line, enter the Company Name for a legal entity (PO), or the First Name and Surname for a natural person-
18 [entrepreneur (FO) in accordance with the data in the Commercial or Trade Register (this requirement applies only to entities
with an address or registered office in the Slovak Republic).
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A legal entity (PO) shall enter its registered office (including country) and a natural person-entrepreneur (FO) their

19 . . . . . . .
place of business or residence address (including country) according to the Commercial or Trade Register.

20 |Enter the general email address and telephone contact for the company or individual. These details are mandatory.

Enter the first name and surname of the responsible employee of the entity (company employee) who handles the
21 |medical device agenda in the company and who completed and submitted this form along with other required
attachments. These details are mandatory.

Enter the telephone number and email address of the responsible employee identified in line 21. These details are

22
mandatory.

Mark one of the options listed in the line for importer identification: select option 1 for a legal entity (PO), or option 2

23
for a natural person-entrepreneur (FO).

For a legal entity (PO) or a natural person-entrepreneur (FO), enter the Company Identification Number (ICO) from
24 |the Commercial or Trade Register. This applies only to entities with a registered office/address in the SR; for foreign
entities, use the VAT or other entity ID number.

25 |Enter the Single Registration Number (SRN) from the EUDAMED database.

In this line, enter the Company Name for a legal entity (PO), or the First Name and Surname for a natural person-

26 . . . . .
entrepreneur (FO) in accordance with the data in the Commercial or Trade Register.

A legal entity (PO) shall enter its registered office (including country) and a natural person-entrepreneur (FO) their

27 . . . . . . .
place of business or residence address (including country) according to the Commercial or Trade Register.

28 |Enter the general email address and telephone contact for the company or individual. These details are mandatory.

Enter the first name and surname of the responsible employee of the entity (company employee) who handles the
29 |medical device agenda in the company and who completed and submitted this form along with other required
attachments. These details are mandatory.

Enter the telephone number and email address of the responsible employee identified in line 29. These details are

30
mandatory.

Mark one of the options listed in the line for manufacturer identification: select option 1 for a legal entity (PO), or

31 option 2 for a natural person-entrepreneur (FO).

For a legal entity (PO) or a natural person-entrepreneur (FO), enter the Company Identification Number (ICO) from
32 |the Commercial or Trade Register. This applies only to entities with a registered office/address in the SR; for foreign
entities, use the VAT or other entity ID number.

33 |Enter the Single Registration Number (SRN) from the EUDAMED database.

In this line, enter the Company Name for a legal entity (PO), or the First Name and Surname for a natural person-

34 . . . . .
entrepreneur (FO) in accordance with the data in the Commercial or Trade Register.

A legal entity (PO) shall enter its registered office (including country) and a natural person-entrepreneur (FO) their

35 . . . . . . .
place of business or residence address (including country) according to the Commercial or Trade Register.

36 |Enter the general email address and telephone contact for the company or individual. These details are mandatory.

Enter the first name and surname of the responsible employee of the entity (company employee) who handles the
37 |medical device agenda in the company and who completed and submitted this form along with other required
attachments. These details are mandatory.

38 Enter the telephone number and email address of the responsible employee identified in line 37. These details are
mandatory.

Mark one of the options listed in the line for identifying the authorized representative in the EU (EC-REP): select

39 option 1 for a legal entity (PO), or option 2 for a natural person-entrepreneur (FO).

For a legal entity (PO) or a natural person-entrepreneur (FO), enter the Company Identification Number (ICO) from
40 |the Commercial or Trade Register. This applies only to entities with a registered office/address in the SR; for foreign
entities, use the VAT or other entity ID number.

41 |Enter the Single Registration Number (SRN) from the EUDAMED database.
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In this line, enter the Company Name for a legal entity (PO), or the First Name and Surname for a natural person-

42 entrepreneur (FO) in accordance with the data in the Commercial or Trade Register.

A legal entity (PO) shall enter its registered office (including country) and a natural person-entrepreneur (FO) their place of

43 business or residence address (including country) according to the Commercial or Trade Register.

44 |Enter the general email address and telephone contact for the company or individual. These details are mandatory.

Enter the first name and surname of the responsible employee of the entity (company employee) who handles the medical
45 |device agenda in the company and who completed and submitted this form along with other required attachments. These
details are mandatory.

46 |Enter the telephone number and email address of the responsible employee identified in line 45. These details are mandatory.

The name of the MD/IVD must be based on the name specified in the Declaration of Conformity. This field must ALWAYS be filled
in; entering "see attachment" is not permissible. A basic identification of the MD must be provided, e.g., "NU-DERM dressings

47 (details in attachment)". Enter a Slovak noun characterizing the device, followed by descriptive adjectives and the trade/foreign
name (if applicable), e.g.: Obvaz hydrokoloidny tenky NU-DERM Border Thin 10x10 cm. Note: Providing only the original foreign
trade name is insufficient. The complete breakdown of Basic UDI-DI and reference/catalogue numbers must be specified in the
mandatory appendix: "List of catalogue numbers and associated Basic UDI-DI/EUDAMED DI for the notified MD/IVD".

This field is optional; if necessary, it serves to identify dimensions or other specifications such as absorbency, load capacity,

48 purpose, or quantity per pack.

State the intended medical purpose of the MD. Example for NU-DERM dressing: "to maintain a moist environment at the

43 wound site to support effective healing". (Pozn.: Opravené chybné "PPE").

Insert the EUDAMED database hyperlink for the medical device being notified. THIS APPLIES ONLY if there is a single Basic UDI-
50 |DL. If the device involves multiple UDI-Dls, leave this line blank. This field remains optional until the end of the transitional
period for mandatory MD/IVD registration in the EUDAMED database.

State the number(s) of the EC certificate(s) issued by the Notified Body (the number of certificates depends on the risk

>1 class of the MD/IVD) that apply to the notified medical device.

Enter the code from the European Medical Devices Nomenclature (EMDN). This applies ONLY to custom-made MDs; for
52 other devices, leave this line blank.
53 Check this box if the device is not accompanied by Instructions for Use (IFU), as permitted by the Regulation (applicable

to certain class | and class Ila devices).

54 |Select one or more risk classification options for the MD/IVD according to the data in the Declaration of Conformity.

If the MD is intended for the reimbursement categorization at the Ministry of Health of the Slovak Republic, indicate the

33 relevant group letter. Leave blank for other MDs; this does not apply to SMM (Specialized Medical Material).

Check this line if the medical device being notified is a Specialized Medical Material (SMM) and will be evaluated by the

26 Ministry of Health of the SR for inclusion in the SMM reimbursement list.

57 |Mark the individual documents submitted along with the notification as listed in lines 58 to 62.

Mark this line and submit the mandatory document: "List of catalogue numbers and associated Basic UDI-DI/EUDAMED DI for
58 |the notified MD/IVD". This separate file serves as a detailed appendix listing all Basic UDI-DIs and catalogue numbers (REF)
associated with the device/code.

Mark this line and submit the document as a mandatory part of the notification.
59 |NOTE: Notification and the creation of a new SUKL code are subject to a fee according to the SUKL Schedule of Fees and
Services. Notification of changes will be free of charge from 28 May 2026 to 31 December 2026.

60 |Mark this line if a Power of Attorney / Letter of Authorization for another entity is being submitted as part of the notification.

61 |Mark this line and submit the mandatory Declaration of Conformity corresponding to the MD/IVD as part of the notification.

62 [Mark this line if the Instructions for Use (IFU) are being submitted as part of the notification.
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