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PLNA MOC

Baxalta US, Inc.
One Baxter Way,
Westlake Village
CA 91362 USA
(“Zmocnitel*)

timto zplnomocriuje

spole¢nost SHIRE CZECH s.r.0., spole&nost
s ruCenim omezenym zaloZenou podle priva
Ceské republiky, jejiz sidlo je Nérodni
135/14, Nové Mesto, 110 00 Praha I,
ICO: 03866696, zapsanou v obchodnim
rejstiiku vedeném Méstskym soudem v Praze
pod sp. zn. C 239039

ID datové schranky: r2tyshe

(“Zmocnénec”)

k zastupovani Zmocnitele ve viech vécech,
jednanich a spravnich Fizenich, bez ohledu na
den jejich zahdjeni, vedenych se Stitnim
dstavem pro kontrolu 1é¢iv, jinym spravnim
orgdnem nebo s jakoukoliv tfeti osobou,
tykajicich se dovozu nebo distribuce
zdravotnich prostfedki na trhu v Ceské
republice, jakoZ i v prdvnich jedndnich se
Statnim dfadem pro kontrolu 1é¢iv tykajicich
se ceny a thrady zdravotnickych prostredki:

FlowEase (Subkutinni) Infuzn{ set
Katalogova ¢isla:

EU1IM2006

EU1IM2009

EUIM2012

nebo  které  souvisi s  uvedenymi
zdravotnickymi prostfedky (,,zdravotnické
prostiedky*).

Zmocnéni zahrnuje zastupovéni pro tdely a
pfi (i) dkonech tykajicich se dovozu nebo
distribuce zdravotnickych prostfedk na trhu
v Ceské republice, vetné registrace dovozce
nebo distributora zdravotnickych prostredki
Statnim dstavem pro Kontrolu 1é8iv a
notifikace zdravotnickych prostfedkd, (ii)
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POWER OF ATTORNEY

Baxalta US, Inc.
One Baxter Way,
Westlake Village
CA 91362 USA
(“Principal”)

hereby authorizes

SHIRE CZECH s.r.o., a limited liability
company incorporated in the Czech Republic
whose registered office is located at Ndrodni
135/14, Nové Mésto, 110 00 Prague 1, ID
No. 03866696, registered in the Commercial
Register maintained by the Municipal court
in Prague under file no. C 239039

ID Data Mailbox: r2tyshe

(“Attorney”)

to represent the Principal in all matters,
procedures and administrative proceedings,
regardless of the date of their initiation,
conducted with the State Institute for Drug
Control, any other administrative body or
with any third entity related to the import or
distribution of medicinal devices on the
market in the Czech Republic, as well as in
legal interactions with the State Institute for
Drug Control regarding the price and
reimbursement of medical devices:

FlowEase (Subcutaneous) Infusion Sets
Catalogue numbers:

EUIM2006

EUIM2009

EUIM2012

or which are related to medical devices above
(“medical devices™).

The power of attorney includes
representation for the purposes and in (i)
matters related to the import or distribution
of medical devices on the market in the
Czech Republic, including the registration of
the importer or distributor by the State
Institute for Drug Control and notification of
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zajisténi dhrady zdravotnickych prostredkd,
vCetné zastoupeni v fizeni o ohlaSovan{
zafazeni, vyfazeni nebo zmény zafazeni
zdravotnickych prostfedk@i do pfislusné
thradové skupiny dle § 39r a nésl. zdkona &.
48/1997 Sb., o vefejném zdravotnim
pojidténi a o zméné a doplnéni n&kterych
souvisejicich zdkond, v platném znénf, (iii)
jinych hlasenich souvisejicich se
zdravotnickymi  prostfedky  jakymkoliv
spravnim organiim, (iv) plnéni povinnosti,
véetné oznamovacich povinnosti,
souvisejicich  sdovozem a  distribuc{
zdravotnickych prostfedk®l na trhu v Ceské
republice, vCetn¢ sledovani bezpe&nosti a
neZadoucich ucinkt (vigilance)
zdravotnickych prostiedkd.

Zmocnénec je opravnén ucinit v souvislosti
s vySe uvedenym opravnénim veskeré
tkony, zejména poddvat hlaSeni, podepisovat
veskeré dokumenty, rozhodnuti, prohl43ent, i
ve form& notdfského zdpisu, Z4adosti,
smlouvy, zdpisy, jednat s pfisluSnymi
spravnimi orgdny, Cinit ndpravnd opatieni a
¢init dal$i pisemné pravni jednani dle svého
uvdzeni a zasilat a pfijimat v zastoupeni
Zmocnitele veSkeré dokumenty, a to i
prostiednictvim datové schranky uvedené
vySe.

Zmocnénec je dale oprdvnén podévat
ptihlasky, Zadosti, ndvrhy a odvoldni a
zastupovat Zmocnitele v jedndni s dfady a
tfetimi osobami v rozsahu potfebném ¢&i
vhodném v zajmu Zmocnitele v souvislosti s
vySe uvedenymi opradvnénimi a v pfipadech
vyZadovanych zdkonem jednat jménem
Zmocnitele v dal$ich souvisejicich, zdkonem
vyZadovanych, fizenich tykajicich se
zdravotnickych prostfedkd.

Toto zmocnéni je zcela omezeno pro ddely
stanovené v t€to plné moci a miZe byt
ukon¢eno kdykoliv na zdklad& pisemné
vypov€di Zmocnitele. Tato plnd moc
nezplnomocfiuje Zmocnénce, aby zastupoval

One Baxter Way
Westlake Village, CA 91362
USA

medical devices, (ii) ensuring reimbursement
for medical devices including representation
in proceedings on notice of categorisation,
de-categorisation or change of categorisation
of the medical devices into the relevant
reimbursement group pursuant to Section 39r
et seq. of Act No. 48/1997 Coll., on Public
Health Insurance and on Amendments and
Supplements to Related Acts, as amended,
(iii) relation to any other reporting to any
authorities in relation to medical devices, (iv)
matters related to the import and distribution
of medical devices on the market in the
Czech Republic, including safety and
adverse events observance (vigilance) of
medical devices.

The Attorney is authorised, in relation to the
above-mentioned authorization, to perform

all acts, particularly to file the
announcement, to sign any and all
documents, resolutions, statements,

including any notarial deeds, applications,
decisions, agreements, minutes, act with
relevant administrative bodies, conduct
corrective actions and conduct any other
written legal steps at his/her discretion, and
to send and receive any and all documents on
behalf of the Principal, also via data mailbox
specified above.

In addition, the Attorney is authorized to file
any applications, requests, proposals or
appeals and to represent the Principal in
negotiations with any public authorities and
any third parties to the extent necessary or
appropriate with regard to the interests of the
Principal in relation to the above-mentioned
authorizations and to act on behalf of the
Principal in other related applicable
proceedings as required by provisions of the
relevant law in relation to medical devices.

This authorization is strictly limited to the
purposes stated in this power of attorney and
may be terminated at any time by written
notice from the Principal. This power of
attorney does not confer any power or

baxalta.com



Baxalta US Inc.
USA

Ba:zalta

Zmocnitele jinym zplsobem nez zde

uvedenym.

V piipadé€ jakychkoli nesrovnalosti v obsahu
nebo vykladu jazykovych verzi je
rozhodujici ¢eské znéni této plné moci.

Tato plnd moc je udélena na dobu neurgitou
do jejtho ukonéeni Zmocnéncem nebo
Zmocnitelem.

Zmocnitel miZe tuto plnou moc kdykoliv
odvolat.

Toto povéfeni plati i v pkipadech, kdy je
podle pravnich ptedpisii zapotfebi zvl4stni
plna moc.

V/In Thousand Oaks dne/on May 05 2019

DapPre &6 s & 2014

Daphlne King
Manger, Gloabl Regtilatory Affairs

One Baxter Way
Westlake Village, CA 91362

authority to represent the Principal in any
manner other than as contemplated herein.

In the event of any discrepancies regarding
its content or interpretation, the Czech
language version of this power of attorney
shall prevail.

This power of attorney is granted for an
indefinite period of time until its termination
by the Attorney or Principal.

The Principle may revoke this power of
attorney at any time.

This authorization is valid also in cases
where legal regulations require special Power
of Attorney.

Anotary public or other officer completing this certificate

truthfulness, daccuracy, or validity of thatdocument.
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