UDAJE UVADENE NA VNEJSIM OBALU

KRABICKA

| 1. NAZEV LECIVEHO PRIPRAVKU

Epitest 36 naplast pro provokacni test

2. OBSAH LECIVE LATKY/LECIVYCH LATEK

Léciva latka mikrogram/cm’
Panel 1 1. | Niccoli sulfas 200
2. | Alcoholes adipis lanae 1000
3. | Neomycini sulfas 600
4. | Kalii dichromas 54
5. | Anaesthetica localia mixta® 630
6. | Odorantia mixta” 430
7. | Colophonium 1200
8. | Parabena mixta V¢ 1000
9. | Neobsazeno - Prazdna pozice -
10. | Balsamum peruvianum 800
11. | Edamini dihydrochloridum 50
12. | Cobaltosi chloridum 20
Panel 2 13. | Butylphenol — formaldehydi resinas 45
14. | Bisphenoli a diglycidylether 50
15. | Carbamata mixta? 250
16. | Gummi nigrum compositum® 75
17. | Isothiazolinona 4
18. | Quaternium 15 100
19. | Methyldibromoglutaronitrilum 5,0
20. | Paraphenylendiaminum 80
21. | Hydroxymethylsuccinimidum? 180
22. | Mercapta mixta® 75
23. | Thiomersalum 7
24. | Thiurama mixta” 27
Panel 3 25. | Diazolidinylurea 550
26. | Quinolina mixta® 190
27. | Tixocortoli pivalatum 3,0
28. | Natrii aurothiosulfas 75
29. | Imidoureas 600
30. | Budesonidum 1,0
31. | Hydrocortisoni butyras 20




32. | Mercaptobenzthiazolum 75
33. | Bacitracinum 600
34. | Parthenolidum 3,0
35. | Ceruleum dispersum 106 50
36. | Bronopolum 250

a) Benzocainum pét dild, cinchocaini hydrochloridum a tetracaini hydrochloridum jeden dil.

b) Geraniolum a muscus quercinus pét dild, hydroxycitronellalum a alcohol cinnamylicus ¢tyfti
dily, cinnamalum a eugenolum dva dily a isoeugenolum a amylcinnamalum jeden dil.

¢) Methylparabenum, ethylparabenum, propylparabenum, butylparabenum a benzylparabenum
stejné mnoZzstvi.

d) Diphenylguanidinum, ditiocarbum zincicum a dibutyldithiocarbamatum zincicum stejné
mnozstvi.

e) Isopropylphenylparaphenylendiaminum dva dily, cyclohexylphenylparaphenylendiaminum pét
dilt a diphenylparaphenylendiaminum pét dild.

f) Ve skuteCnosti obsahuje hydroxymethylsuccinimid - slouzi k testovani hypersenzitivity na
formaldehyd.

g) Morfolinosulfanylbenzothiazolum, cyclohexylbenzothiazolsulphenamidum a
dibenzothiazoldisulfidum stejné mnozstvi.

h) Disulfiramum, dicyclopentamethylenthiuramdisulfidum, thiramum
a tetramethylthiurammonosulfidum stejné mnoZzstvi.

i) Clioquinolum a chlorquinaldolum stejné mnozstvi.

| 3.

SEZNAM POMOCNYCH LATEK

Krom¢ 1é¢ivych latek test obsahuje nasledujici pomocné latky:

Slozena netkana polyesterova adhesivni folie, polyesterova naplast, povidon, hyprolosa,
methylcelulosa, betadex, uhli¢itan sodny, hydrogenuhli¢itan sodny, butylhydroxyanisol
a butylhydroxytoluen.

| 4.

LEKOVA FORMA A OBSAH BALENI

Naplast pro provokaéni test.
10 jednotek
1 jednotka = jeden panel 1, jeden panel 2 a jeden panel 3

| 5.

ZPUSOB A CESTA/CESTY PODANI

Kozni podani
Pied pouzitim si prectéte piibalovou informaci.

6.

ZVLASTNI UPOZORNENI, ZE LECIVY PRIPRAVEK MUSI BYT UCHOVAVAN
MIMO DOHLED A DOSAH DETI

Uchovavejte mimo dohled a dosah déti.

| 7.  DALSI ZVLASTNI UPOZORNENI, POKUD JE POTREBNE
| 8.  POUZITELNOST
EXP:




| 9.  ZVLASTNIi PODMINKY PRO UCHOVAVANI

Uchovéavejte v chladnicce.

10. ZVLASTNI OPATRENI PRO LIKVIDACI NEPOUZITYCH LECIVYCH PRIPRAVKU
NEBO ODPADU Z NICH, POKUD JE TO VHODNE

Nepouzitelné 1é¢ivo vrat'te do 1ékarny.

11. NAZEV A ADRESA DRZITELE ROZHODNUTI O REGISTRACI

SmartPractice Denmark ApS
Herredsvejen 2

3400 Hillered

Dénsko

12. REGISTRACNI CISLO/CISLA

59/181/18-C

| 13.  CISLO SARZE

Lot

[14. KLASIFIKACE PRO VYDEJ

Vydej piipravku vazan na lékarsky predpis.

| 15. NAVOD K POUZITI

K pouziti u dospélych

Krabicka s 10 jednotkami

NAVOD NA OTEVREN{

1. Otocte krabicku dnem vzhlru

2. Odtrhnéte dno podél perforované cary

3. Uchovavejte Epitest 36 polozeny na zadni stranu pfi teploté 2 °C — 8 °C
PRO OTEVRENI STISKNETE

Roztrhnéte podél perforovanych ¢ar.

[16. INFORMACE V BRAILLOVE PISMU

NevyZaduje se - odiivodnéni prijato.



17. JEDINECNY IDENTIFIKATOR - 2D CAROVY KOD

Neuplatiiuje se.

18. JEDINECNY IDENTIFIKATOR — DATA CITELNA OKEM

Neuplatiuje se.



UDAJE UVADENE NA VNITRNIM OBALU

SACEK/LAMINATOVA FOLIE

1.  NAZEV LECIVEHO PRIPRAVKU

EPITEST 36 plaster for provocation test

2. OBSAH LECIVE LATKY/LECIVYCH LATEK

Active substance microgram/cm”
Panel 1 | 1, Nickel sulphate 200
2. Wool alcohols 1000
3. Neomycin sulphate 600
4. Potassium dichromate 54
5. Caine mix 630
6. Fragrance mix 430
7. Colophony 1200
8. Paraben mix 1000
9. Blank patch -
10. Balsam of Peru 800
11. Ethylenediamine dihydrochloride 50
12. Cobalt chloride 20
Panel 2 | 13, p-tert Butylphenol formaldehyde resin 45
14. Epoxy resin 50
15. Carba mix 250
16. | Black rubber mix 75
17. Cl+Me-Isothiazolinone 4
18. Quaternium-15 100
19. Methyldibromoglutaronitrile 5.0
20. p-Phenylenediamine 80
21. Formaldehyde 180
22. | Mercapto mix 75
23. Thiomersal 7
24. Thiuram mix 27
Panel 3 | o5 Diazolidinyl urea 550
26. Quinoline mix 190
27. Tixocortol-21-pivalate 3.0
28. Gold sodium thiosulfate 75
29. Imidazolidinyl urea 600
30. Budesonide 1.0
31. Hydrocortisone-17-butyrate 20
32. Mercaptobenzothiazole 75




33. Bacitracin 600
34. Parthenolide 3.0
35. Disperse blue 106 50

36. 2-bromo-2-nitropropane-1,3-diol 250

3.  SEZNAM POMOCNYCH LATEK

| 4. LEKOVA FORMA A OBSAH BALENI

Plaster for provocation test

| 5.  ZPUSOB A CESTA/CESTY PODANI

Cutaneous use
Read the package leaflet before use

6. ZVLASTNI UPOZORNENI, ZE LECIVY PRIPRAVEK MUSI BYT UCHOVAVAN
MIMO DOHLED A DOSAH DETI

Keep out of sight and reach of children

| 7. DALSI ZVLASTNI UPOZORNENI, POKUD JE POTREBNE

| 8.  POUZITELNOST

EXP

9.  ZVLASTNi PODMINKY PRO UCHOVAVANI

Store in a refrigerator

10. ZVLASTNI OPATRENI PRO LIKVIDACI NEPOUZITYCH LECIVYCH PRIPRAVKU
NEBO ODPADU Z NICH, POKUD JE TO VHODNE

| 11. NAZEV A ADRESA DRZITELE ROZHODNUTI O REGISTRACI

SmartPractice Denmark ApS

| 12. REGISTRACNI CiSLO/CISLA

| 13. CISLO SARZE

Batch



[ 14. KLASIFIKACE PRO VYDEJ

Medicinal product subject to medical prescription.

| 15. NAVOD K POUZITI

Foil package with Panel 1:
APPLICATION INSTRUCTIONS

e Peel open the package and remove the test panel.

e Remove the protective plastic covering from the test surface of the panel. Be careful not to
touch the test substances.

"o Position the test on the patient's upper back (just beside the midline). Allergen No 1 must be in
the upper left corner. Smooth outward from the center toward the edges of the panel, assuring
each allergen patch is in contact with the skin.
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"o With a medical marking pen, indicate the location of the two notches on the panel. Do not wet
the tape.

Foil package with Panel 2:
APPLICATION INSTRUCTIONS
A desiccant is included in this package for stability purposes.

e Peel open the package and remove the test panel.

e Remove the protective plastic covering from the test surface of the panel. Be careful not to
touch the test substances.
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e Position the test on the patient's upper back (just beside the midline). Allergen No 13 must be in
the upper left corner. Smooth outward from the center toward the edges of the panel, assuring
each allergen patch is in contact with the skin.

‘e With a medical marking pen, indicate the location of the two notches on the panel. Do not wet
the tape.

Foil package with Panel 3:

APPLICATION INSTRUCTIONS
)/
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e Peel open the package and remove the test panel.
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e Remove the protective plastic covering from the test surface of the panel. Be careful not to
__touch the test substances.
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‘e Position the test on the patient’s upper back (next one of the other panels beside the midline).
Allergen No 25 must be in the upper left corner. Smooth outward from the center toward the

edges of the panel, assuring each allergen patch is in contact with the skin.
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e With a medical marking pen, indicate the location of the two notches on the panel. Do not wet
the tape.

Open

[16. INFORMACE V BRAILLOVE PiSMU

Justification for not including Braille accepted

| 17.  JEDINECNY IDENTIFIKATOR - 2D CAROVY KOD

Not applicable.

| 18. JEDINECNY IDENTIFIKATOR — DATA CITELNA OKEM

Not applicable.



