Ceska obchodni inspekce Identifikaéni kéd
Inspektorat Ustecky a Liberecky

Prokopa Diviée 1386/6, Usti nad Labem
email: usti@coi.cz, datova schranka: hp7dz3u,
tel.: +420 475 209 493

242005190082601

PROTOKOL O KONTROLE

V rozsahu opravnéni danych zakonem &. 255/2012 Sb., o kontrole (kontrolni fad), zakonem &. 64/1986 Sb.,
o Ceské obchodni inspekci, a souvisejicich pfedpist, vée v platném znén, byla vykonana kontrola, z niz se
pofizuje nasledujici protokal:

Kontrolovana osoba:

Nazev / Jméno: PARDAM NANO4FIBERS s.r.o.

1CO: 25268694

Sidlo: Zizkova 2759, Roudnice nad Labem, 41301

Nazev dotdené provozovny, adresa: Vyrobce, Zizkova 2759, Roudnice nad Labem, 41301

Datum a &as $etfeni: 19.5.2020 9:00 - 19.5.2020 12:30

Za kontrolni organ:

Vedouci kontrolni skupiny: Bc. Miloslav Kounovsky ¢islo prikazu: 000826
Dalsi ¢lenové skupiny: Ing. Pavel Sluka &islo prikazu: 000781

Za kontrolovanou osobu:

funkce:  jednatel jméno a pffjmeni: Mgr.Jan Buk datum nar.:. 20.05.1977

Pfedmét kontroly a zmociiovaci ustanoveni:

Z&kon &. 90/2016 Sb., o posuzovani shody stanovenych vyrobku pfi jejich dodavani na trh, pravomoc dle

§49 odst. 1
Prvni kontrolni tikon: ¢ dne: 19.05.2020
§5 odst. 2 a) zak. o kontrole - PfedloZeni pritkazu nebo povéreni ke kontrole

Posledni kontrolni tkon: dne: 19.05.2020
Vyhodnoceni zaslanych a pfedloZzenych materialll

M g r Digitalné podepsal
)" ° Mgr. Jan Buk
Datum: 2020.05.29
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Kontrolni zjisténi
Protokol o kontrole byl sepsan dne 22. 5. 2020 bez pfitomnosti zastupce kontrolované spole¢nosti v sidle

Ceské obchodni inspekce, Prokopa Divige 1386/6, Usti nad Labem.

Kontrola byla zahajena v sidle spolecnosti PARDAM NANOA4FIBERS, s.r.o., se sidlem Zizkova 2759, 413 01
Roudnice nad Labem, ICO 25268694 (dale jen spoleénost PARDAM NANO4FIBERS, s.r.o0.), dne 19. 5.
2020, v souladu s ustanovenim § 5, odst. 1 a odst. 2 pism. c) zakona &. 255/2012 Sb., o kontrole, v platném
znéni, pfedlozenim sluZebnich pritkazl inspektory COI jednateli spoleénosti PARDAM NANO4FIBERS,
s.r.o., Mgr. Janu Bukovi ve véci poZadavku spole¢nosti PARDAM NANO4FIBERS, s.r.o., 0 povoleni dodani
osobnich ochrannych pomicek (déle jen OOP) na trh, konkrétn& vyrobku ,Antibakterialni respirator
BreaSAFE ANTI-COVID-19“ (evidovano na COl pod &. COI 69667/20/2400).

Pfi kontrole bylo zjisténo, Ze dle vypisu z obchodniho rejstiiku, vedeného Krajskym soudem v Usti nad
Labem, oddil C, vioZzka 43581, (dale jen obchodni rejstiik), byla obchodni firma PARDAM, s.r.o. dne 30.
4.2020 vymazana z obchodniho rejstiiku a dne 30. 4. 2020 zapsana v obchodnim rejstifku pod novym

nazvem PARDAM NANOA4FIBERS s.r.o.

Spole¢né s uvedenou Zadosti byly dorugeny nasledujici doklady:

- Potvrzeni o zahgjeni postupu posuzovani shody OOP “Antibakterialni respirator BreaSAFE ANTI-COVID-
19 vystavené dne 30. 4. 2020 Vyzkumnym ustavem bezpe&nosti prace, v.v.i., Jeruzalémska 1283/9,
110 00 Praha 1 - Zku$ebni laboratof &. 1040 akreditovana CIA podle CSN EN ISO/IEC 17025:2018, (dale
jen ,VUBP Praha"),

- Certifikat €. VUBP/024/2020 ze dne 30. 4. 2020 s popisem a zobrazenim certifikovaného OOP
“Antibakteriaini respirator BreaSAFE ANTI-COVID-19* vystaveny VUBP Praha, s platnosti certifikace do
30. 7. 2020. v

- Protokol o zkousce ¢. 251/2020, na OOP “Antibakteriaini respirator BreaSAFE ANTI-COVID-19° ze dne

24. 4. 2020 vystaveny VUBP Praha.
- Odborny posudek o zdravotni nezavadnosti & SZU 765/2018 CTZB 187-765/18-73 ze dne 8. 3. 2018,
vystaveny Statnim zdravotnim Ustavem, Srobarova 49/48 100 00 Praha 10 (dale jen ,SZU Praha").

Pfi kontrole u spole¢nosti PARDAM NANOA4FIBERS s.r.o., dne 19. 5. 2020, jednatel spole¢nosti Mgr. Jan
Buk, uvedl, Ze spolecnost PARDAM NANO4FIBERS s.r.o. je vyrobcem Antibakterialniho respiratoru
BreaSAFE ANTI-COVID-19. Po ukong&eni schvalovaciho postupu, ziskani certifikace a dle vyvoje na trhu,
pfipadné poptavce neni vylouceno jejich dod&vani i do ostatnich statl v ramci EU. Déale byl v dobé kontroly
u vyrobce dne 19. 5. 2020. Mgr. Janem Bukem predioZen Antibakterialni respirator BreaSAFE ANTI-COVID-
19, pfibalovy letdk a navod k pouziti Antibakteridiniho respiratoru BreaSAFE ANTI-COVID-19 v éeském

jazyce.

Vyhodnoceni zaslanych a pfedloZzenych materiald

Korﬁrorlované spoleCnost PARDAM NANOA4FIBERS s.r.o., zaslala spoleéné se zadosti o povoleni dodani

OOPJha trhmasledujici doklady: M Digitalné podepsal
gr.Jan
. d gr. Jan Buk
Datum: 2020.05.29
BAUk ..................... 1.9:47-..52 +-02|-00‘
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1. Potvrzeni o zahajeni postupu posuzovani shody vystavené dne 30. 4. 2020 VUBP Praha. Die
konstatovani VUBP Praha Antibakterialni respirator BreaSAFE ANTI-COVID-19 zajistuje odpovidajici
uroveri ochrany zdravi a bezpeénosti v souladu se zakladnimi poZadavky stanovenymi v Nafizeni
Evropského parlamentu a Rady (EU) 2016/425, kterym se stanovi technické pozadavky na OOP.

2. Certifikat €. VUBP/024/2020 vystaveny dne 30. 4. 2020 VUBP Praha s platnosti do 30. 7. 2020,
potvrzujici shodu viastnosti Antibakteridlniho respiratoru BreaSAFE ANTI-COVID-19 s vybranymi
pozadavky normy CSN EN 149:2002+A1 &. 7.3, 7.9.2, 7.12,7.16, 8.4.1.

3. Protokol o zkousce vystaveny VUBP Praha &. 251/2020, ze dne 24. 4. 2020, se zavérem, ze
Antibakteriaini respirator BreaSAFE ANTI-COVID-19, ktery byl pfedmétem zkousky, zkousce vyhoval.

4. Odborny posudek o zdravotni nezavadnosti vystaveny SZU Praha & SZU 765/2018 CTZB 187-765/18-
73 ze dne 8. 3. 2018. Zavérem posudku je, Ze uvedené vyrobky jsou v rozsahu provedenych zkougek
bezpeéné pro lidské zdravi pfi styku s k(. SplAuji zékladni pozadavek na bezpeénost materialu
vsouladu se zakonem 22/1997 Sh., o technickych poZadavcich na vyrobky, v platném znéni
a s Nafizenim Evropského parlamentu a Rady (EU) 2016/425, kterym se stanovi technické poZadavky
na OOP.

Pfi kontrole dne 19. 5. 2020 vsidle spolecnosti PARDAM NANO4FIBERS, s.r.o., byli jednatelem

spolecnosti panem Mgr. Janem Bukem pfedany:

1. Pribalovy letak, ktery bude prikladan k respiratorim, na kterém jsou uvedeny informace o typu vyrobku
- Antibakteridini respirator BreaSAFE ANTI-COVID-19, odkaz na EN, pouziti, popis a viastnosti.

2. Navod k pouziti, ktery bude piikladan  k respiratorim, na kterém jsou uvedeny informace
o Antibakterialnim respiratoru BreaSAFE ANTI-COVID-19, o vyrobci, navod na udrzbu, zakladni
informace k péci o respirator ve zdravotnickych zafizenich, zakladni informace k péci o respirator
v doméacnostech, navod k nasazeni respiratoru.

3. Antibakterialni respirator opatfeny oznadenim ,BreaSAFE ANTI-COVID-19 FFP2 MANO4FIBERS
PARDAM?®. Shodné& byl respirator oznagen na fotodokumentaci, ktera je souéasti vyse uvedeného
certifikatu ¢. VUBP/024/2020. Na zakladé této skutednosti [ze konstatovat, Ze tento respirator je shodny
s respiratorem, ktery byl posuzovan VUPB Praha, a na ktery byl vystaven certifikat &. VUBP/024/2020.

Respiratory jsou baleny v karténovém obalu po 3 kusech.

S ohledem na €l. 7 Doporuéeni Evropské komise 2020/403 o postupech posuzovani shody a dozoru nad
trhem v souvislosti s hrozbou néakazy koronavirem COVID-19 u osobnich ochrannych prostiedk( a
zdravotnickych prostfedk(i plati, Ze pokud organy dozoru nad trhem zjisti, ze OOP zajistuji odpovidajici
iroveri ochrany zdravi a bezpe&nosti v souladu se zakladnimi poZadavky stanovenymi v nafizeni
Evropského parlamentu a Rady (EU) 2016/425 ze dne 9. bfezna 2016 o OOQP, i kdyz postupy posuzovani
shody, veetné umisténi oznageni CE, nebyly zcela dokonéeny podle harmonizovanych pravidel, mohou
povolit dodavani t&chto vyrobkd na trh Unie po omezenou dobu a po dobu provadéni nezbytnych postupd.

Jak vyplyva z vyse uvedeného doporuéeni Komise (EU) 2020/403, pro dodavani OOP na trh neni v
soucasné dobé v okamziku uvedeni OOP na trh nutné spinéni véech formalnich pozadavk(. Aby bylo mozné

po omezenou dobu a po dobu provadéni nezbytnych postupt posouzeni shody dodavat OOP na trh, musi
Digitainé podepsal Mgr.

byt spthény ty}o nezbytné podminky: Mg r.Jan P
Buk 19481500200
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zkuSebny, popiipadé jinym dokumentem vydanym opravnénou osobou), Ze tyto vyrobky zajistuji
odpovidajici Grovef ochrany zdravi a bezpeénosti v soulady se zékladnimi poZadavky stanovenymi v
Evropského parlamentu a Rady (EU)¢. 20167425 — SPLNENO, spole€énost PARDAM NANO4FIBERS
s.r.o, 16:25268694, pfedloZila Certifikat ¢. VUBP/024/2020 k OOP Antibakterialni respirator
BreaSAFE-ANTI-COVID-1 9,

b) musi byt zahgjen postup posuzovani shody alesponi formouy zadosti podané u tzv. 0znameného subjektu
(zkusebny) — SPLNENO, spoleénost PARDAM NANO4FIBERS s.r.o, I1C: 25268694, prediozila
Potvrzeni o zahdjeni postupu posuzovéni shody OOP Antibakterialni respirator BreaSAFE-ANTI-
COVID-19 vystavené 0znamenym subjektem VUBP Praha ze dne 30. 4, 2020.

S ohledem na é&lI. 7 Doporuéeni Komise 2020/403 nebylo ulozeno Zadné opatieni a je mozné po
omezenou dobu a po dobu provadénj nezbytnych postupu Posuzovani shody dodavat na trh OoP
Antibakterialni respirator BreaSAFE ANTI-COVID-19 FFpP2 MANO4FIBERS 8.r.0., nebot' spole¢nost
PARDAM NANO4FIBERS S.r.o, jako vyrobce splnila podminky uvedeni na trh kontrolovaného OOP
v souladu s doporuéenim Komise (EU) 2020/403 a dale predlozila pribalovy leték a navod k pouziti
v Ceském jazyce.

kontrole, pravo podat vyse uvedenému kontrolnimu organu pisemné a zduvodnéné namitky ve lhits
15 dnii ode dne doru&eni tohoto protokolu,

Pfijata opatfeni

Nebyla pfijata

Piilohy:

—_

Potvrzeni o zahajeni postupu posuzovani shody, 2
listy

Posudek ke zdravotni nezavadnosti, 2 listy
Protokol o zkousce ¢.251/2020, 4 listy

Certifikat ¢. VUBP/024/2020, 2 listy

Navod k pouziti, 2 listy

Informaéni letak

N obswN

Fotodokumentace

Digitalné
M podepsal Mgr.
g r. Jan Buk

Jan Bu kzDg;g.rgg.w
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[Translation from the Czech language.]

Czech Trade Inspection Authority (CTIA), Identification code:
Usti nad Labem and Liberec Inspectorate,
Prokopa Divise 1386/6, Usti nad Labem. 242005190082601.

E-mail: usti@coi.cz. Data mailbox: hp7dz3u.
Telephone: +420 475 209 493.

INSPECTION REPORT

This inspection report applies to an inspection carried out pursuant to the Inspection Act No. 255/2012
Coll. (“the Inspection Code”), the Czech Trade Inspection Authority Act No. 64/1986 Coll., and related
regulations, all as amended.

Inspected party:

Business name/Name and surname: PARDAM NANO4FIBERS s.r.o.
Company registration number: 25268694
Registered office: Zizkova 2759, Roudnice nad Labem, 41301

Name and address of the inspected establishment: Manufacturer;
Zizkova 2759, Roudnice nad Labem, 41301

Date and time of inspection: 19 May 2020 09:00 a.m.—19 May 2020 00:30 p.m.
Inspectors:

Head of Inspection Team: Bc. Miloslav Kounovsky Inspector’s card ID#: 000826
Inspection Team Members: Ing. Pavel Sluka Inspector’s card ID#: 000781

Representative of the inspected party:

Title:  Executive Officer Name and surname:  Mgr. Jan Buk Date of birth: 20 May 1977

Subject-matter of inspection and identification of authority:

Authority to carry out the inspection pursuant to section 49(1) of the Act No. 90/2016 Coll., on conformity
assessment of specified products when made available on the market.

First inspection event: Date: 19 May 2020
Section 5(2)(a) of the Inspection Act — producing a card or authorisation to carry out the inspection.

Last inspection event: Date: 19 May 2020
Assessment of the documentation sent and/or produced during inspection.

[Electronic signature:

Mgr. Jan Buk

Signed electronically by Mgr. Jan Buk.
[Signature] [Signature] 22 May 2020 Date: 29 May 2020 at 0747:21 p.m.+02’00’]

Signed on behalf of the CTIA 1 Signed by the inspected party’s representative



Inspection findings

This inspection report was written in the absence of the inspected party’s representative at the premises
of the registered office of the Czech Trade Inspection Authority located at Prokopa Divise 1386/6, Usti
nad Labem, on 22 May 2020.

The inspection was carried out at the premises of the registered office of PARDAM
NANOA4FIBERS, s.r.o., a company having its registered office located at Zizkova 2759, 413 01
Roudnice nad Labem, company registration number: 25268694 (hereinafter referred to as “PARDAM
NANO4FIBERS, s.r.0.”), starting on 19 May 2020, pursuant to section 5(1) and section (2)(c) of the
Inspection Act No.255/2012 Coll., as amended, based on the application of PARDAM
NANO4FIBERS, s.r.o. for a licence to make available the personal protective equipment (hereinafter
referred to as “PPE”) “Antibacterial Respirator BreaSAFE ANTI-COVID-19” on the market; the
application was filed with the CTIA under Ref. No. COl 69667/20/2400. The CTIA inspectors first
identified themselves by showing their inspector’s cards to Mgr. Jan Buk, Executive Officer of PARDAM
NANOA4FIBERS, s.r.o.

By examination of a copy of record in the Commercial Register maintained by the Regional Court in Usti
nad Labem, Section C, File 43581 (hereinafter referred to as “the Commercial Register”), the inspectors
found that a company having its business name PARDAM, s.r.o. was deleted from the Commercial
Register on 30 April 2020 and recorded in the Commercial Register under the new business name
PARDAM NANOA4FIBERS s.r.o. on 30 April 2020.

The following documentation was submitted together with the aforementioned application:

- Certificate of commencing the procedure of conformity assessment for the PPE “Antibacterial
Respirator BreaSAFE ANTI-COVID-19” dated 30 April 2020, issued by the Work Safety Research
Institute Vyzkumny Ustav bezpecnosti préce, v.v.i., Jeruzalémska 1283/9, 11000 Prague 1,
Testing Laboratory No. 1040, accredited by the Czech Accreditation Institute (CIA) pursuant to
CSN EN ISO/IEC 17025:2018 (hereinafter referred to as “the WSRI"),

Certificate No. VUBP/024/2020 dated 30 April 2020, describing and depicting the certified PPE
“Antibacterial Respirator BreaSAFE ANTI-COVID-19”, issued by the WSRI and valid until 30 July
2020.

- Testing Report No. 251/2020 for the PPE “Antibacterial Respirator BreaSAFE ANTI-COVID-19”
dated 24 April 2020, issued by the WSRI.

- Health Safety Report No. SZU 765/2018 CTZB 187-765/18-73 dated 8 March 2018, issued by the
National Institute of Public Health, Srobarova 49/48, 100 00 Prague 10 (hereinafter referred to as
“the NIPH”).

During the inspection of PARDAM NANO4FIBERS s.r.o. carried out on 19 May 2020, the company’s
executive officer, Mgr. Jan Buk, stated that PARDAM NANOA4FIBERS s.r.o. is the manufacturer of the
Antibacterial Respirator BreaSAFE ANTI-COVID-19. The respirator could be made available also on the
market of the other EU Member States if the approval procedure is successful, the product is certified,
and the market conditions are favourable in terms of demand. Furthermore, Mgr. Jan Buk presented the
Antibacterial Respirator BreaSAFE ANTI-COVID19, the package leaflet, and instructions for use in the
Czech language during the inspection in the manufacturer’s premises on 19 May 2020.

Assessment of the documentation sent and/or produced during inspection.

The inspected party, PARDAM NANOA4FIBERS s.r.o., sent the following documentation together with
the application for licence to make the PPE available on the market:

[Electronic signature:

Mgr. Jan Buk.

Signed electronically by Mgr. Jan Buk.
[Signature] [Signature] 22 May 2020 Date: 29 May 2020 at 07:47:52 p.m.+02°00’]

Signed on behalf of the CTIA 2 Signed by the inspected party’s representative



1. Certificate of commencing the procedure of conformity assessment dated 30 April 2020, issued by
the WSRI. The WSRI confirmed that the Antibacterial Respirator BreaSAFE ANTI-COVID-19
ensures an adequate level of health and safety protection in compliance with the essential
requirements laid down in Regulation (EU) 2016/425 of the European Parliament and of the
Council, on technical requirements for personal protective equipment.

2. Certificate No. VUBP/024/2020 dated 30 April 2020, issued by the WSRI and valid until 30 July
2020, confirming the conformity of the properties of the Antibacterial Respirator BreaSAFE
ANTI-COVID-19 to certain requirements of the standard CSN EN 149:2002+A1 Art. 7.3, 7.9.2,
7.12,7.16,8.4.1.

3. Testing Report No. 251/2020 dated 24 April 2020, issued by the WSRI, certifying that the tested
Antibacterial Respirator BreaSAFE ANTI-COVID-19 successfully passed the test.

4. Health Safety Report No. SZU 765/2018 CTZB 187-765/18-73 dated 8 March 2018, issued by the
NIPH, certifying that the examined products are safe for human use in contact with the skin within
the scope of the performed tests. They comply with the essential requirement for the safety of
material pursuant to the Act No.22/1997 Coll., on technical requirements for products, as
amended, and with Regulation (EU) 2016/425 of the European Parliament and of the Council, on
technical requirements for personal protective equipment.

The following was presented by the company’s executive officer, Mgr. Jan Buk, during the inspection
carried out on 19 May 2020 at the premises of the registered office of PARDAM NANO4FIBERS, s.r.o.:

1. The package leaflet to be included in the package of the respirators; it contains information on the
type of product — Antibacterial Respirator BreaSAFE ANTI-COVID-19, the link to an English
version, its use, description, and properties.

2. Theinstructions for use to be included in the package of the respirators; they contain information on
the  Antibacterial Respirator BreaSAFE ANTI-COVID-19, its manufacturer, instructions for
maintenance, basic information on how to care of the respirator in healthcare settings, basic
information on how to care of the respirator in home settings, instructions on how to put the
respirator on.

3. An antibacterial respirator labelled “BreaSAFE ANTI-COVID-19 FFP2 MANO4FIBERS PARDAM.”
The respirator was identically designated on the photograph(s) included in the aforementioned
certificate No. VUBP/024/2020. It is therefore possible to say that this respirator is identical to the
respirator that was assessed by the WSRI and certified by certificate No. No. VUBP/024/2020. The
respirators are packed in boxes of 3 pcs each.

Having regard to Article 7 of the European Commission Recommendation 2020/403 on conformity
assessment and market surveillance procedures relating to the threat of coronavirus COVID-19 in
personal protective equipment and medical devices, if market surveillance authorities find that PPE
provides an adequate level of protection of health and safety in accordance with the essential
requirements laid down in Regulation (EU) 2016/425 of the European Parliament and of the Council of
9 March 2016 on PPE, although conformity assessment procedures, including the affixing of the CE
marking, have not been fully completed under harmonised rules, they may authorise the making
available on the Union market of those products for a limited period and over the duration of the
necessary procedures.

As follows from the aforementioned Commission Recommendation (EU) 2020/403, the making
available of PPE on the market does not currently require all formal requirements to be met at the time
the PPE is placed on the market. In order to be able to place PPE on the market for a limited period of
time and over the duration of the necessary conformity assessment procedures, the following essential
conditions must be met:

[Electronic signature:

Mgr. Jan Buk

Signed electronically by Mgr. Jan Buk
[Signature] [Signature] 22 May 2020  Date: 29 May 2020 at 07:48:15 p.m.+02'00]

Signed on behalf of the CTIA 8 Signed by the inspected party’s representative



a) The person intending to place PPE on the market must be able to demonstrate (typically by
means of a test certificate or other document issued by an authorised person) that these products
ensure an adequate level of health and safety protection in accordance with the essential
requirements laid down in Regulation (EU) 2016/425 of the European Parliament and of the
Council — FULFILLED; PARDAM NANOA4FIBERS s.r.0, company registration number: 25268694,
submitted  Certificate  No. VUBP/024/2020 for the PPE Antibacterial Respirator
BreaSAFE-ANTI-COVID-19,

b) A conformity assessment procedure must be commenced at least by filing an application with
a notified body (testing laboratory) — FULFILLED; PARDAM NANO4FIBERS s.r.o, company
registration number: 25268694, submitted a certificate of commencing the procedure of
conformity assessment for the Antibacterial Respirator BreaSAFE ANTI-COVID-19 dated 30 April
2020, issued by the notified body WSRI.

Having regard to Article 7 of Commission Recommendation 2020/403, no measure has been imposed
and it is possible to place the PPE Antibacterial Respirator BreaSAFE ANTI-COVID-19 FFP2
NANOA4FIBERS s.r.o. on the market for a limited time and over the duration of the necessary conformity
assessment procedures, as PARDAM NANOA4FIBERS s.r.0., as the manufacturer, fulfilled the
conditions for placing a controlled PPE on the market in accordance with Commission Recommendation
(EU) 2020/403 and also submitted a package leaflet and instructions for use in the Czech language.

The time of placing on the market according to Commission Recommendation (EU) 2020/403 is
limited by the expiry of Certificate No. VUBP/024/2020, i.e. 30 July 2020, unless the conformity
assessment procedure is completed earlier. Pursuant to section 13 of the Inspection Act
No. 255/2012 Coll., the inspected party may submit written and justified objections against these
inspection findings with the aforementioned inspection authority; the time limit is 15 days from
the day of delivery of this inspection report.

Measures taken

None.
Annexes:
1. Certificate of commencing the procedure of conformity assessment, 2 sheets.
2. Health Safety Report, 2 sheets.
3. Testing Report No. 251/2020, 4 sheets.
4. Certificate No. VUBP/024/2020, 2 sheets.
5. Instructions for use, 2 sheets.
6. Package leaflet.
7. Photograph(s).
[Electronic signaturé:
Mgr. Jan Buk
Signed electronically by Mgr. Jan Buk
[Signature] [Signature] 22 May 2020 Date: 29 May 2020 at 07:48:35 p.m.+02’00’]

Signed on behalf of the CTIA 4 Signed by the inspected party’s representative



Tlumocénicka dolozka:

Jako tlumoénice pro jazyk anglicky

jmenovana rozhodnutim Krajského soudu v Plzni
ze dne 3. 6. 1997, €. j. Spr 492/97,

stvrzuji,

e preklad souhlasi s textem pfipojené listiny.

Official Translation.

|, the undersigned, English translator

appointed by decision No. Spr 492/97 of 3 June 1 997,
issued by Plzeri Regional Court (Czech Republic),

hereby certify that

the foregoing is a true translation of the attached document.

Tlumognicky Ukon je zapsan v deniku pod pof. €. / ]—// ~
Translation No. in the Book of Translations: 8) é5

se dne / Date (DD-MM-yYYY). 03 6. 2020

w. X

RNDr. Klara Kasova

tlumoénice pro jazyk anglicky /
English Translator



