SMLOUVA O VYPUICCE

LOAN AGREEMENT

Medpace Clinical Research, LLC, se sidlem a mistem
podnikani na adrese 5375 Medpace Way, Cincinnati, Ohio
45227, USA, federalni danové Cislo 81-4138570,
zastoupenou: jako phjcitel na
strané jedné (dale jen ,pGjcitel")

Medpace Clinical Research, LLC, with its principal office
and place of business at 5375 Medpace Way, Cincinnati, Ohio
45227, USA, fedexal tax id 81-4138570, represented by:
]

as Lender on the one hand (hereinafter referred to as the
“Lender”),

Vseobecna fakultni nemocnice v Praze

se sidlem: U Nemocnice 499/2, 128 08 Praha 2

IC: 000 64 165

DIC: CZ00064165

zastoupena: prof.

jako vypujcitel na strané druhé (dale jen ,vypUijcitel*)

uzaviraji dnesniho dne podle ustanoveni § 2193 a nasl.
obcanského zakoniku v platném znéni tuto

General University Hospital in Prague (VFN)

With registered office: U Nemocnice 499/2, 128 08 Prague 2
ID No.: 000 64 165

VAT: CZ00064165,

Represented by: | NN ; - Borrower on

the other hand (hereinafter referred to as the “Borrower”),

on this day and pursuant to the provisions of Section 2193 et
seq. of the Civil Code as amended, enter into this

smlouvu o vyphjcéce:

Loan Agreement:

I.Pfedmét vypijcky

I. Subject of the Loan

1. Pijcitel je vlastnikem zdravotnického pristroje EKG typ
I /robn Cido dle.dodacho
listu (dale jen ,pfedmét vypdjcky™).

2. Touto smlouvou pdjcitel pdjéuje uvedeny predmét
vypUjcky vypliciteli, aby jej uzival bezplatné na IIL
interni klinice — klinice endokrinologie a metabolismu,

od vedenim hlavniho zkousejiciho

., za podminek, které jsou ve

smlouvé dale uvedeny, a vypUjCitel se zavazuje predmét

vyplijcky vratit pljciteli, jakmile jej nebude potfebovat

nebo uplyne doba vypljcky, podle toho, kterd skute¢nost
nastane dfive.

1. The Lender is the owner of the medical device ECG
type , serial number as per
delivery note (hereinafter referred to as the “Subject of
the Loan”).

2. Under this Agreement, the Lender shall lend the
aforementioned Subject of the Loan to the Borrower to

be used free of charge by Principal Investigator
IR - 111 ntcrn; Kiiniko - Kiinika
endokrinologie a metabolismu, under the terms and
conditions hereinafter set forth in the Agreement, and
the Borrower agrees to return the Subject of the Loan to
the Lender as soon as it is no longer needed or the loan
period expires, whichever is earlier.

II. Pfedani a doba vypljcky

I1. Handover and Loan Period

1. K predani predmétu vypdijcky a jeho prevzeti dojde na
III. interni Klinice — Kklinice endokrinologie a
metabolismu, adresa U Nemocnice 1, Praha, Ceska
republika, a to do 14 dnd od podpisu této smlouvy.

2. Kvraceni predmétu vypljcky dojde ve stejném misté,
jako v pfedchozim bodé. Vypdijcitel je povinen alespor
2 pracovni dny predem zaslat pQjciteli zpravu o tom, ze
predmét vypdjcky vréti a v jaké denni dobé. Pdjcitel je
pak povinen predmét vypdjcky ve stanovené dobé
prevzit. Pfedmét vypljcky musi byt pdijciteli vracen ve
stavu, v jakém byl vypljcitelem prevzat, s prihlédnutim
k obvyklému opotiebeni.

3. Doba vyplijcky se sjednava na dobu uritou — do
ukonceni praci na klinickém hodnoceni CLTX-305-302
s nazvem ,CALIBRATE: Randomizovana, oteviena studie
faze III hodnotici ucinnost a bezpecnost encaleretu ve
srovnani se standardni Ié&¢bou u pacientl s autozomalné
dominantni hypokalcémii typu 1 (ADH1)". Po uplynuti
doby vypdjcky je péijcitel povinen prevzit predmét
vypUjcky na prislusném pracovisti vypUjcitele nebo bude
predmét vypUjcky odeslan plijciteli na jeho naklady.

4. Kontaktni osobou za vypdijcitele je pracovnik Evidence

1.  The handover of the Subject of the Loan and its
undertaking will take place at III. interni klinika — klinika
endokrinologie a metabolismu, address U Nemocnice 1,
Praha, Czech Republic, within 14 days from the signing
of this Agreement.

2. The return of the Subject of the Loan will take place at
the same place as in the previous paragraph. The
Borrower shall be obliged to inform the Lender of
returning the Subject of the Loan, including the time of
day, at least 2 working days in advance. The Lender shall
then be obliged to take possession of the Subject of the
Loan within a specified time frame. The Subject of the
Loan must be returned to the Lender in a condition as
received by the Borrower taking into account normal
wear and tear.

3. The term of the loan is agreed for a fixed period — until
completion of work on clinical trial titled “"CALIBRATE: A
Phase 3, Randomized, Open-Label Study Evaluating the
Efficacy and Safety of Encaleret Compared to Standard
of Care in Participants with Autosomal Dominant
Hypocalcemia Type 1 (ADH1)"”. At the end of the loan
period, the Lender is obliged to collect the Subject of the

OZT, tel.: e-mail: Loan at the Borrower’s site or the Subject of the Loan
a spravce ZT na III. Interni will be sent to the Lender at the Lender’s expense.

klinice: Kontaktni osobou | 4. The contact person for the Borrower is a Registry

pijcitele je: Officer of the Department of Medical Technology, phone:

, email:

and the Medical Equipment

Administrator at IILinterni klinika
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-he Lender’s contact person
is: .

III. Prava a povinnosti piijcitele

II1. Lender’s Rights and Obligations

Pdjcitel je povinen predat vyp(ijciteli predmét vypGijcky
ve stavu zpGsobilém k jeho Fadnému uzivani. Smiluvni
strany se dohodly, Ze povinnost nahradit Skodu na
predmétu vypljcky nebo nahradit Skodu zpdsobenou
predmétem vyplijcky se fidi obecné zavaznymi_préavnimi
predpisy, predevsim obCanskym zakonikem. Zadna ze
stran neodpovidd nebo odpovidd jen Castecné v
odpovidajici pomérné casti, pokud k takové Skodé svym
jednanim prispéla, za Skodu zplsobenou v disledku
nehody, vy$si moci, blize nespecifikovanych pficin nebo
v ddsledku nesplnéni povinnosti pUjcitele.

Predmét vypljcky bude poskytnut vypUjciteli spolecné
s manualem v eském jazyce v tisténé a elektronické
podobé, spolecné s prohlasenim o shodé. Pdjcitel dale
fadné vyplni formuldf vyplicitele ,Seznam dodané
zdravotnické techniky", ktery tvofi pfilohu této smlouvy.
Predmét vypljcky nevyzaduje vzhledem ke svému
charakteru zvlastni instruktaz nebo zaskoleni nad ramec
manualu, k ovéfeni naleZitého pochopeni manualu bude
pljcitel vyZzadovat zaslani kvalifikacniho EKG. Pokud je
k provozu predmétu vypljcky nutny spotiebni material,
u kterého je dle ZZP rovnéZ nafizena instruktaz
odbornych pracovnikl vypdijcitele, zajisti pljcitel zdarma
instruktaz pro tento spotfebni material.

Jestlize pdijcitel zjisti, Ze vypUQjcitel neuziva predmét
vypljcky fadné nebo ho uziva v rozporu s ucelem, ke
kterému slouzi, je opravnén pozadovat vraceni predmétu
vypljcky pfed skonCenim stanovené doby vypdjcky.
Vyplijcitel je vtomto pfipadé povinen vratit predmét
vypljcky nejpozdé;ji do dvou pracovnich dni poté, kdy byl
pljcitelem k vraceni vyzvan. V dané souvislosti plati
Clanek II., odst.2.

Pljcitel se zavazuje zajistit po dobu trvani vypdjcky
Udrzbu a servis zafizeni, servis nebo opravu, vypUjcitel
souhlasi s tim, Ze bude v takovém pripadé kontaktovat
Medpace prostiednictvim monitora Medpace. Pokud
problém nelze vyFesit ve spolupraci s vypdjcitelem piimo
prostfednictvim e-mailu nebo telefonu, pljcitel poskytne
vypljciteli pfepravni stitek a pozada vypUjcitele o vraceni
predmétl vyplijcky, které nefunguje spravné. Vyrobce u
predmétu vypdjcky nepozaduje zadné dalsi pravidelné
kontroly nebo kalibrace, bezpecnostné technickou
kontrolu zafizeni dle platnych nafizeni zajisti pGjcitel po
vyzvé vyplijcitele. Protokol o provedené bezpecnostné
technické kontrole zasle pGjcitel vypdjCiteli nejpozdéji do

30 dnd od i'ei'l’ho provedeni na  email

Smluvni strany se dohodly, Ze pfipadné vady predmétu
vypUjcky mohou byt plijcitelem FeSeny i dodanim nového
predmétu vypdjéky, a to ve Ihdté, ktera neohrozi
provadéni klinického hodnoceni. V pripadé dodani
nového predmétu vypdjcky bude sepsan novy Seznam
dodané techniky, resp. podepsan predavaci protokol.
Obdobné je mozné postupovat v pfipadé, kdy by termin
pravidelné bezpecnostné technické kontroly, nebo revize
/validace/ kalibrace pfedmétu vypdjcky pfipadl do doby
vypUjcky. Za dodrzeni termin(i odpovida vzdy ptjcitel. V
pfipadé nedodrZzeni terminu nese pUQjcitel vyhradni
odpovédnost za pfipadnou Gjmu tim vzniklou vypQjciteli.

The Lender is obliged to hand over the Subject of the
Loan to the Borrower in a condition suitable for its proper
use. The parties have agreed that the obligation to
compensate for damage to the object of loan or to
compensate for damage caused by the object of loan is
governed by generally binding legal regulations,
primarily the Civil Code. No party is liable or is only
partially liable in the corresponding proportional part, if
they have contributed to such damage by their actions,
for damage caused as a result of accident, force
majeure, unspecified causes, or as a result of non-
fulfilment of the lender's obligations.

The Subject of the Loan will be provided to the
borrower with the manual in the Czech language in
printed and electronic form and the declaration of
conformity. The Lender shall also duly complete the
borrower’s “List of Medical Equipment Delivered” form
attached to this Agreement. Due to its nature, the
subject of the loan does not require special instructions
or training beyond the scope of the manual, to verify
proper understanding of the manual, the lender will
require the sending of a qualifying ECG.If consumables
are required for the operation of the Subject of the Loan
for which instruction of the borrower’s professional staff
is also mandated under the Act on Medical Devices, the
Lender will provide instruction for these consumables
free of charge.

If the Lender discovers that the Borrower is not using
the Subject of the Loan properly or is using it contrary
to the purpose for which it is intended, the Lender shall
be entitled to demand the return of the Subject of the
Loan before the end of the stipulated period of the loan.
In this case, the Borrower is obliged to return the Subject
of the Loan within two working days after being
requested to do so by the Lender. In this context, Article
II, paragraph 2 applies.

The Lender agrees to provide for Loan duration
maintenance and service for the equipment, service or
repair, the Borrower agrees to contact Medpace thorugh
the Medpace monitor. If the issue cannot be resolved by
working with the Borrower directly via email or phone,
the Lender will provide a shipping label and ask the site
to return subject of the loan that is not functioning
properly. The manufacturer does not require any regular
checks or calibrations for subject of the loan, the lender
will ensure the safety and technical inspection of the
equipment in accordance with applicable regulations at
the request of the borrower. The lender will send the
protocol on the safety and technical inspection carried
out to the borrower no later than 30 days after it was
carried ot to the emi, NN

The parties agree that any defects in the Subject of the
Loan may be addressed by the Lender by delivery of a
new Subject of the Loan within a timeframe that does
not jeopardize the conduct of the clinical trial. In the case
of delivery of a new Subject of the Loan, a new list of
delivered equipment will be drawn up, respectively a
handover protocol will be signed. A similar procedure
may be followed in the event that the date of regular
safety and technical inspection or
revision/validation/calibration of the Subject of the Loan
occurs within the loan period. The Lender is always
responsible for meeting the deadlines. In the event of
failure to meet the deadline, the Lender shall be solely
liable for any damage caused to the Borrower.

The Lender declares that it will ensure the servicing of
the Subject of the Loan from the manufacturer or a
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PdjCitel prohlaSuje, Ze zajisti provadéni  servisu
predmétu vypdjcky od vyrobce nebo jim autorizované
osoby. Pdjéitel na zadost vypdijcitele predlozi potvrzeni o
opravnéni k servisu predmétu vypQjcky. PdjCitel
prohlasuje, ze pokud je pfedmét vypUjcky zdravotnicky
prostifedek dle Nafizeni Evropského parlamentu a Rady
(EU) 2017/745 o zdravotnickych prostfedcich (dale jen
MDR) a ZZP, pak tento zdravotnicky prostredek spliiuje
podminky stanovené MDR a ZZP.

Ustanoveni odst. 4 tohoto ¢lanku neplati pro ptipad, kdy
zévadu zplsobi vypdjitel porusenim svych povinnosti
stanovenych touto smlouvou. V tomto pfipadé jdou
veSkeré naklady na opravu predmétu vyplijcky na Ucet
vyplijcitele.

Pdjcitel se zavazuje pfi pInéni této smlouvy nepfipojovat
zarizeni do LAN VFN.

person authorized by him. At the request of the
Borrower, the Lender shall provide a certificate of
authorization to service the Subject of the Loan. The
Lender declares that if the subject of the loan is a
medical device according to Regulation (EU) 2017/745
of the European Parliament and of the Council on
medical devices (hereinafter referred to as the MDR) and
the Act on Medical Devices, then this medical device
meets the conditions set out in the MDR and the Act on
Medical Devices.

The provisions of paragraph 4 of this Article shall not
apply in the event that the defect is caused by the
Borrower’s breach of its obligations under this
Agreement. In this case, all costs for the repair of the
Subject of the Loan will be charged to the Borrower.
The Lender undertakes not to connect equipment to
the VFN LAN.

IV. Prava a povinnosti vypijcitele

IV. Borrower’s Rights and Obligations

Po dobu, po kterou bude vypljcitel na zakladé této
smlouvy predmét vyplijcky uZivat, je povinen predmét
vyplijcky uzivat Fadné v souladu s Gcelem, ke kterému
obvykle slouzi, a zplsobem priméfenym povaze a urceni
pfedmétu vypljcky. Je povinen chranit predmét
vypljcky pred ztratou, zni¢enim, poskozenim nebo
znehodnocenim.

VypljCitel neni opravnén provadét na predmétu
vypUjcky jakékoli zmény.

Vyplijcitel je povinen oznamit pdjiteli bez zbytetného
odkladu potieby veskerych oprav predmétu vypUjcky.

Béhem sjednané doby vypijcky neni vypljcitel opravnén
pfenechat predmét vypljcky k uzivani tfeti osobé.
Poruseni tohoto zdkazu zaklada pravo plijcitele zadat
vraceni predmétu vypQjcky pred skoncenim stanovené
doby vyplijcky. V dané souvislosti plati ¢lanek II., odst.
2

Vyplijcitel se touto smlouvou zavazuje nezajist'ovat
servis a opravy prostiednictvim jiného subjektu nez
prostfednictvim pUjcitele. Pfi poruseni tohoto ustanoveni
je povinen naklady na servis ¢i opravy hradit ze svého a
odpovida za pfipadnou Skodu, kterd by timto na
predmétu vypljcky vznikla.

Zjisti-li vypdijcitel po Fadném predani predmétu vypdjcky,
ze predmét vypUjcky ma vady, které brani jeho radnému
uzivani, je opravnén od této smlouvy odstoupit. V
takovém pfipadé je pQjcitel povinen poskytnout
vypUjciteli veskerou potfebnou soucinnost.

VypUjcitel je povinen pfedmét vypdjcky vrétit, jakmile
predmét vypdjcky nepotfebuje, nejpozdéji vsak do konce
stanovené doby vypUijcky.
Ztrata nebo nevraceni predmétu vypdjcky bude mit pro
vypUjcitele nasledujici naklady s prihlédnutim k béznému
opotiebeni na vyménu:
a.
b.
C.
VypUjcitel je povinen umoznit pdjciteli na jeho Zadost
danou vyplijciteli nejméné 2 dny pfedem pfistup
k pfedmétu vypljcky za Gcelem kontroly, zda vyp(ijcitel
predmét vyplijcky uziva Fadnym zplsobem a za Ucelem
pravidelné servisni prohlidky.

For as long as the Borrower uses the Subject of the
Loan under this Agreement, the Borrower is obliged to
use the Subject of the Loan properly in accordance with
the purpose for which it is normally used and, in a
manner, appropriate to the nature and purpose of the
Subject of the Loan. The Borrower is obliged to protect
the Subject of the Loan against loss, destruction,
damage or impairment.
The Borrower shall not be authorized to perform any
modifications on the Subject of the Loan.
The Borrower shall be obliged to, without undue delay,
inform the Lender of the need for any repairs to the
Subject of the Loan.
During the agreed period of the loan, the Borrower is
not entitled to transfer the Subject of the Loan for use
to a third party. A breach of this prohibition entitles the
Lender to demand the return of the Subject of the Loan
before the end of the specified loan period. In this
context, Article II, paragraph 2, applies.
By entering into this Agreement, the Borrower hereby
undertakes not to provide servicing and repairs through
any entity other than the Lender. In the event of a
breach of this provision, the Borrower is obliged to cover
the costs of servicing or repairs from its own account and
is liable for any damage caused to the Subject of the
Loan.
If the Borrower discovers, after the proper handover of
the Subject of the loan, that the Subject of the Loan has
defects that prevent its proper use, it is entitled to
withdraw from this Agreement. In such a case, the
Lender is obliged to provide the Borrower with all
necessary cooperation.
The Borrower is obliged to return the Subject of the
Loan as soon as it is no longer needed, but no later than
the end of the loan period.
Loss or failure to return the equipment will result in the
following costs to Borrower for replacement, taking into
account normal wear and tear:

a.

b.

C.

The Borrower is obliged to allow the Lender, upon
Lender’s request given to the Borrower at least 2 days in
advance, access to the Subject of the Loan for the
purpose of checking whether the Borrower is using the
Subject of the Loan in a proper manner and for the
purpose of regular service inspection.
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10. Vypljcitel se zavazuje se ke dni pfedani pfedmétu | 10. The Borrower undertakes to familiarize with the
vyplijcky seznamit s technickym stavem pfedmétu technical condition of the Subject of the Loan and the
vyplijcky a s pozadavky na jeho obsluhu a udrzbu. requirements for its operation and maintenance by the

date of handover of the Subject of the Loan.
V. Zavérecna ustanoveni V. Final Provisions

1. Pfipadné zmény a dopliiky této smlouvy mohou byt | 1. Any changes or amendments to this Agreement may
provedeny pouze oboustranné podepsanymi pisemnymi only be made by means of mutually signed written
dodatky. Dodatky k této smlouvé budou dCislovany a amendments. The amendments to this Agreement shall
fazeny chronologicky za sebou. Veskeré dodatky a be numbered and arranged in chronological order. Any
prilohy se stavaiji nedilnou soucasti této smlouvy. amendments or appendices shall become integral parts

of this Agreement.

2. Tuto smlouvu je dale mozno ukoncit pisemnou vypovédi, | 2. This Agreement may also be terminated by written
a to jak ze strany pdjcitele, tak ze strany vypdjCitele. notice by both the Lender and the Borrower. The notice
Vypovédni doba je 2 mésice a poCina bézet od 1. dne period is 2 months and starts on the 1st day of the month
nasledujiciho mésice po doruceni vypovédi. following the delivery of the notice.

3. Smluvni strany prohlasuji, Ze jejich projev vile byl | 3. The parties declare to have expressed their free and
svobodny a vazny a tato smlouva je pro né srozumitelna profound will and that this Agreement is understood by
ve vSech ustanovenich a jejich ddsledcich. Smluvni them in all its provisions and their consequences. The
strany se zavazuji tuto smlouvu bezvyhradné a presné parties undertake to, unconditionally and precisely,
dodrzovat a na dlkaz toho stvrzuji tuto smlouvu observe this Agreement to the proof of which they
vlastnoru¢nimi podpisy. execute the Agreement by attaching their signatures.

4. Tam, kde smlouva nestanovi jinak, pouzije se pro | 4. Where the Agreement does not provide otherwise, the
posuzovani prav a povinnosti smluvnich stran obcansky Civil Code, as amended, shall apply to the assessment of
zakonik v platném znéni. the rights and obligations of the contracting parties.

5. Tato smlouva je vyhotovena ve dvou stejnopisech | 5. This Agreement shall be drawn up in two counterparts,
s platnosti originalu, z nichZz kazda ze smluvnich stran each of which shall have the force of an original.
obdrzi po jednom.

6. Tato smlouva nabyva Ucinnosti dnem jejiho podpisu | 6. This Agreement shall become effective on the date of its
obéma smluvnimi stranami. signing by both parties.

7.  PUjcitel bere na védomi, Ze vyplijcitel je povinen vSechny | 7. The Lender acknowledges that the Borrower is obliged

smlouvy spliiujici  podminky stanovené obecné
zavaznymi pravnimi predpisy, zejména zakonem C.
340/2015 Sb., o registru smluv, uvefejnit vcetné
pfipadnych dodatkl zakonem stanovenym zplsobem.
Smluvni strany se dohodly, ze vyp(ijitel uverejni verzi
této smlouvy, kterou mu za timto Ucelem pfipravi a
poskytne pUjcitel nejpozdéji v den podpisu této smlouvy,

a to v strojové Citelném formatu v elektronické podobé
zaslanim na emailovou adresu

to publish all agreements fulfilling the conditions
stipulated by generally binding legal regulations, in
particular Act No. 340/2015 Coll., on the Register of
Contracts, including any amendments in the manner
stipulated by law. The parties have agreed that the
Borrower shall publish the version of this Agreement
drafted and provided by the Lender for this purpose no
later than on the day this Agreement is signed in a

machine-readable format in electronic form by sending
t o the emai adcres: NN

Priloha 1: Seznam dodané zdravotnické techniky

Appendix 1: List of delivered medical equipment

For/Za Medpace Lender/P{ijcitel

]
Clinical Trial Manager / Manazér klinického podpis/signature place/misto date/datum
hodnoceni
For/za Institution / Zdravotnické zaFizeni Borrower/Vypujcitel
]
zastupce na zakladé pIné moci / statutory podpis/signature place/misto date/datum
representative of the Borrower’s Director
Clinical Study Loan Agreement |Version #1 I
Calcilytix Therapeutics, Inc. | CLTX-305-302 CONFIDENTIAL Page 4 of 5



PO .../...

Popis dodané techniky/Description of provided devices:
I

Néazev pristroje /
Equipment name

Vyrobce /
Manufacturer

Typ / Type

Vyrobni ¢islo(a) /
Serial no.

T¥ida ZP' / Class
of Medical lla
Device!

Instrukta?’ /

Training’ A (yes) / N (no) A (yes) / N (no) A (yes) / N (no) A (yes) /' N (no)

Pozadované opakované ¢innosti (uvedte ,, Ne “ nebo pozadovanou periodu) |
Required repeated actions (please specify ,, No “ or specify required period)

PBTK® Ne/no

Validace /

Validation Ne/no
Kalibrace /

Calibration Ne/no
Elektricka revize / Ne/no

Electric revision

Tlakové revize
plynové nadoby / NA
Pressure inspection
of gass container

Kontrola nariz.
Vyrobcem /
Revision required
by manufacturer

Ne/no

Dodano na zakladé smlouvy nebo objednavky /
Shipped to site based on the agreement or order:

Datum piedani/ date of handover:

Za dodavatele (Jméno, Podpis, Razitko) / Za piejimajiciho (Jméno, Podpis, Razitko) /
For Lender (Name, Signature, Stamp) For Borrower (Name, Signature, Stamp)

Vyplni dodavatel pri predani, prejimajici potvrdi spravnost udajii a formular preda OZT/ To be completed by
Lender at the time of handover, borrower will confirm the accuracy of data and forward the form to Medical
Devices department.

! Dle Natizeni vlady ¢. 54/2015 Sb., 55/2015 Sb a 56/2015 Sb.— uved'te — ,,neni ZP* nebo piislusnou t¥idu ZP — I, lla, b, 111, IVD/ In
accordance with governmental regulation no. 54/2015 Coll., 55/2015 Coll. and 56/2015 Coll. — specify — ,,is not MD* or specify class of MD
-1, a, b, 111, 1IVD

2 Dle §61 zakona ¢. 268/2014 Sb., o zdravotnickych prosttedcich - u aktivnich zdravotnickych prostiedku tiidy IIb a III, AIZP a tam, kde to
stanovil vyrobce/ according to §61 of Act no. 268/2014 Coll. on medical devices — applicable to active MD class Ilb and 111, AIZP and where
required by the manufacturer

8 Pravidelna bezpeénostné technicka kontrola dle pozadavku vyrobce a zakona ¢. 268/2014 Sb., o zdravotnickych prostredcich/ Periodic safety-
technical inspection as required by the manufacturer and according to Act no. 268/2014 Coll. on medical devices
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